
----------------------------------------------------------------: 

ORDIN DE PLATA NR.: 961                              TIP.DOC. 1 : 

                                DATA EMITERII:21 octombrie 2021 : 

================================================================: 

PLATITI: 5000-00          LEI: Cinci Mii lei 00 bani            : 

                                                                : 

                                                                : 

================================================================: 

PLATITOR:  (R) "BIOSISTEM     CONTUL DE PLATI/CODUL IBAN        : 

MLD" S.R.L.                   MD95ML000000002251429243          : 

                              CODUL FISCAL :1010600028048  /    : 

                                                                : 

                                                                : 

================================================================: 

PRESTATORUL PLATITOR                                CODUL BANCII: 

BC"Moldindconbank"S.A. fil."Invest" Chisinau        :MOLDMD2X329: 

================================================================: 

BENEFICIAR (R) Centrul pen    CONTUL DE PLATI/CODUL IBAN        : 

tru achizitii publice central MD23TRPCCC518430B01859AA          : 

izate in sanatate             CODUL FISCAL :1016601000212 /     : 

                                                                : 

                                                                :               

================================================================: 

PRESTATORUL BENEFICIAR                              CODUL BANCII: 

Ministerul Finantelor - Trezoreria de Stat          :TREZMD2X   : 

================================================================: 

DESTINATIA PLATII:/P102/5000,00 Pentru g:   TIPUL TRANSFERULUI  : 

arantia pentru oferta la procedura de ac:      NORMAL/URGENT  :N: 

hizi?ie publica nr. ocds-b3wdp1-MD-16292:                       : 

75333205 din 23.10.2021                 :                       : 

                                        :                       : 

                                        :               L.S.    : 

========================================: ___________           : 

                   CODUL TRANZACTIEI:101: ___________           : 

        DATA PRIMIRII:21/10/2021        : SEMNATURILE           : 

      DATA EXECUTARII:                  : EMITENTULUI           : 

                                        :-----------------------:  

CONDUCATOR:Web Poiata Vitalie                                   : 

 MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb: 

 

DQEHAaCCBGwwggRoMIIDUKADAgECAhNHAACjbi1rgFksQ0G4AAAAAKNuMA0GCSq: 

 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4: 

 

DTIxMDEyODExMzgwNVoXDTI0MDEyODExNDgwNVowgZ8xCzAJBgNVBAYTAk1EMRA: 

gYDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQml  : 

________________________________________________________________: 

                        (semnatura electronica)                 : 

CONTABIL-SEF:Web Nasedchin Alexandr                             : 

MIIGZwYJKoZIhvcNAQcCoIIGWDCCBlQCAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 

DQEHAaCCBHAwggRsMIIDVKADAgECAhNHAACjcahRKqbJeg8QAAAAAKNxMA0GCSqG: 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 

DTIxMDEyODExMzkxOFoXDTI0MDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAw: 

YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQmlv  : 

________________________________________________________________: 

L.S.                    (semnatura electronica)                 : 

CONDUCATOR:            _________________________________________:          

                        (semnatura manuala)                     : 

CONTABIL-SEF:          _________________________________________:          

________________        (semnatura manuala)                     :  

SEMNATURA PRESTATORUL       L.S.                                : 

                                        :-----------------------: 

MOTIVUL REFUZULUI                       :      L.S.             : 

----------------------------------------------------------------: 









I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare gi licenfiere a unitdlilor de drept

EXTRAS
din Registrul de stat al persoanelor juridice

nr.8506 din28.04.2021

Denumirea completil Societatea cu Rispundere Limitati dIOSISTEM MLI)>>.
Denumirea prescurtati: (dIOSISTEM MLD> S.R.L.
Forma juridici de organizare: societate cu Riispundere Limitattr.
Num6rul de identificare de stat gi codul fiscal: 101060002804g.
Data inregishnrii de stat: 12.08.2010.
Sediul: MD-2001, str. Albiqoara,l6ll,ap.(of.) 7, mun. chiqintru, Republica Moldova.
Obiectul principal de activitate:

1 Activitatea farmaceutici;
2Importul, fabricarea' comercializarea, asistenfa tehnictr gi (sau) reparafia dispozitivelor
medicale gi (sau) a opticii;
3 Acordarea asistenfei medicale de cltre institufiile medico-sanitare private;
4 Comerful cu ridicata al calculatoarelor, echipamentelor periferice qi software-ului;
5 intrefinerea gi repararea maginilor de birou qi a tehnicii de calcul;
6 Consultafii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.

Administrator: POIATA VITALIE,
Asociafi:

1. POIATA VITALIE 33,40 oh

2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVI\IKOV DMITRII 33,30 YO.

Prezentul extras este eliberat in temeiul art.
inregistrarea de stat a persoanelor juridice gi
Registrul de stat la data de: 28.04.2021.

34 alLegii nr.220-XYI din l9 octombrie 2007 privind
a intreprinzltorilor individuali 9i confiqnd datele din

er$
Specialist coordonator
tel.022-207-840

9{

:E

'f)w
Date cu cuacter personal. operator: I.p. "Agentia servicii publice" Io 0000059



 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 

tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

 

 

 

 

Lista fondatorilor Biosistem-mld SRL 
 

 

 

 

Nr. Nume, Prenume IDNP 

1. Vitalie Poiata 0983103892591 

2. Alexandr Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 

 
 

 





Версия для печати
Сохранить

Расписка 2

Респондент

Фискальный код: 1010600028048, наименование: BIOSISTEM MLD S.R.L.

Предоставил отчёт: RSF1_21

На фискальный период: A/2020

Дата предоставления: 11.05.2021

Временная метка отчёта зарегистрированного в Информационной Системе НБС : 11.05.2021

12:26:31

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The

data provided is verified by NBS.

Версия для печати
Сохранить

Расписка

Респондент

Фискальный код: 1010600028048, наименование: BIOSISTEM MLD S.R.L.

Предоставил отчёт: RSF1_21

На фискальный период: A/2020

Дата предоставления: 11.05.2021

Временная метка отчёта зарегистрированного в Системе Электронной Отчётности и

отправленного в Информационную Систему БНС : 11.05.2021 10:00:47



c/f 1010600028048; adresa: str. Albișoara 16/1 of.7, or. Chișinău 
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

Către Grupul de lucru pentru evaluarea  

Procedurii de achiziție nr. ocds-b3wdp1-MD-1629275333205 

Din 30 sept 2021, 9:46 - 23 oct 2021, 9:46

din cadrul  CAPCS 

Declarație 

Prin prezenta, SRL „Biosistem-mld”, declara ca : 

 Va înregistra în Registrul de Stat al Dispozitivelor Medicale a Agenției Medicamentului și

Dispozitivelor Medicale bunurile contractate pînă la momentul livrării acestora.

 Termenul de valabilitate restant (la momentul livrarii) va constitui minim 80% din termenul total al

produsului, dar nu mai mic de 12 luni.

 Va prezenta mostre in termen de 5 zile de la solicitarea autoritatii contractante.

 Va garanta livrarea produselor la destinatar cu respectarea conditiilor de pastrare si transportare pe

tot parcursul lantului de transportare de la fabricant la beneficiar.

 _______________Vitalie Poiata 

 L.Ş. 



 
 
 
 
 
 
 

M31011i-22                        02/2019 
 

C-REACTIVE PROTEIN (CRP) 

LATEX 

C-REACTIVE PROTEIN 

(CRP) - SLIDE 
COD 31011 

50 tests 
COD 31311 

100 tests 
COD 31012 

150 tests 
COD 31107 

50 tests 

STORE AT 2-8ºC 

Reagents for determination of CRP  
Only for in vitro use in the clinical laboratory 

 

 
PRINCIPLE OF THE METHOD 

Serum C-reactive protein (CRP) at 6 mg/L or higher causes a visible agglutination on slide of a 
suspension of latex particles coated with  anti-human C-reactive protein 1-2. 

CONTENTS 

 COD 31011 COD 31311 COD 31012 COD 31107 

A. Reagent 1 x 3  mL 2 x 3 mL 1 x 8 mL 1 x 3 mL 

C-.  Negative Control 1 x 1 mL 1 x 1 mL 1 x 1 mL - 

C+. Positive Control 1 x 1 mL 1 x 1 mL 1 x 1 mL - 

Test Cards 3 6 6 - 

Disposable stirrer sticks 1 x 50   1 x 150  1 x 150 - 

COMPOSITION 

A. Reagent: Suspension of latex particles coated with anti-human C-reactive protein, sodium 
azide 0.95 g/L, borate buffer 100 mmol/L, pH 8.2.  

C–. Negative Control:  Serum containing CRP < 6 mg/L. 

C+. Positive Control:  Human serum containing CRP > 6 mg/L. 

Human sera used in the preparation of the positive and negative controls have been tested 
and found to be negative for the presence of antibodies anti-HIV and anti-HCV, as well as 
for HBs antigen. However, the controls should be handled cautiously as potentially 
infectious. 

Test Cards.(Note 1) 

Disposable stirrer sticks. 

STORAGE 

Store at 2-8ºC. Cards and stirrer sticks may be kept at room temperature. 

Reagent and Controls are stable until the expiry date shown on the label when stored tightly 
closed and if contaminations are prevented during their use.  

Indications of deterioration: 

 Reagent: Visible agglutination in the flask.  

 Controls: Presence of particulate material. 

REAGENT PREPARATION 

Reagent and controls are provided ready to use. 

ADDITIONAL EQUIPMENT 

 Mechanical rotator adjustable to 100 r.p.m. 

 For code 31107 test cards and stirrer sticks will be required. 

SAMPLES 

Serum collected by standard procedures.  

CRP in serum is stable for 7 days at 2-8ºC.  

PROCEDURE 

1.  Bring test reagents and samples to room temperature (Note 2). 

2.  Place 50 L of the sample and 1 drop of each Control into separate circles on the test card. 

3.  Shake the latex vial (A) gently repeatedly until complete resuspension of the latex particles. 
Hold the Reagent vial (A) in vertical position and add 1 drop of Reagent (A) to each circle 
next to the sample to be tested (Note 3). 

4.  Mix with a disposable stirrer stick and spread over the entire area enclosed by the ring. Use 
a new stirrer stick for each sample. 

5.  Rotate cards at 100 r.p.m. for 2 minutes. 

READING  

Examine the presence of visible agglutinantion within a minute after removing the card from the 
rotator (Note 4).  

Positive results: The presence of a visible agglutination indicates an PCR concentration in the 

sample  6 mg/L. Positive sera may be titered. To titer make serial two-fold dilutions in 9 g/L 
NaCl. The serum titer is defined as the highest dilution showing a positive result. The 
approximate PCR concentration in the sample may be obtained by multiplying the titer by 6 
mg/L. 

Negative results: The absence of a visible agglutination indicates a content of CRP   6 mg/L. 

 

 

 

 

 

 

 
QUALITY CONTROL 

Positive (C+) and Negative (C-) Controls provided with kits should be tested toghether with the 
patients samples, in order to verify the assay performance. 

Positive Control (C+) should cause a clear visible agglutination of the latex particles. 

Negative Control (C-) should not cause any agglutination of the latex particles. 

Each laboratory should establish its own internal Quality Control scheme and procedures for 
corrective action if controls do not recover within the acceptable tolerances. 

ASSAY CHARACTERISTICS 

 Detectability: 6 mg/L CRP, using an internal standard traceable to the Standard Reference 
Material BCR 470 (Institute for Reference Materials and Measurements, IRMM). The cut off 
value may vary up to 25% depending on uncontrolled variations in the procedure and on the 
operator experience in reading. 

 High dose (zone) effect: False negative results due to high dose effect are absent at least up 
to  250 mg/L. 

 False results: Results obtained with this reagent did not show significative differences when 
compared with reference reagents. Details of the comparison experiments are available on 
request. 

 Interferences: Hemoglobin (5 g/L), bilirubin (15 mg/dL) and  lipemia (5 g/L) do not  interfere. 
Rheumatoid factors may interfere (25 IU/mL). Other drugs and substances may interfere3. 

DIAGNOSTIC CHARACTERISTICS 

C-Reactive Protein (CRP), which is synthesized in the liver, is one of the the most sensitive 
acute phase reactants after tissue damage or inflammation. CRP activates the classical 
complement pathway as a response to the inflammatory reaction. 

CRP levels in plasma can rise dramatically after myocardial infarction, stress, trauma, infection, 
inflammation, surgery or neoplastic proliferation. The increase occurs within 24 to 48 hours and 
the level may be 2000 times normal. An elevation can be expected in virtually all diseases 
involving tissue damages so the finding is nonspecific4-5. 

Clinical diagnosis should not be made on the findings of a single test result, but should integrate 
both clinical and laboratory data. 

NOTES 

1.  The test cards are reusable, and must be washed out and thoroughly rinsed with distilled 
water free of all detergents. 

2.  The sensitivity of the test may be reduced at low temperatures. 

3.  The presence of agglutinated particles at this point may be due to a lack of homogenization 
of the reagent. 

4.  Delay in reading may cause false positive results. 

BIBLIOGRAPHY 

1. Singer JM, Plotz CM, Pader E, Elster SK. The latex-fixation test. III. Agglutination test for c-
reactive protein and comparison with  the capillary precipitin method. Am J Clin Pathol 1957; 

28:611.  

2. Hokama Y, Nakamura RM. C-reactive protein: current status and future perspectives. J Clin 
Anal  1987; 1: 15-27. 

3. Young DS. Effects of drugs on clinical laboratory tests, 5th ed.  AACC Press, 2000. 

4. Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC Press, 
2001. 

5.   Immunology and Serology in Laboratory Medicine, 2nd edition. Turgeon ML. Mosby, 1996. 

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain) 

www.biosystems.es 
Quality System certified according to 

EN ISO 13485 and EN ISO 9001 standards 

 

 

 
 



 
 
 
 
 
 
 

M31013i-22                  02/2019 

RHEUMATOID FACTORS 
LATEX 

RHEUMATOID FACTORS 

(RF) - SLIDE 
COD 31013 

50 tests 
COD 31313 

100 tests 
COD 31014 

150 tests 
COD 31108 

50 tests 

STORE AT 2-8ºC 

Reagents for determination of RF  
Only for in vitro use in the clinical laboratory 

 

PRINCIPLE OF THE METHOD 

Serum rheumatoid factors (RF) causes a visible agglutination on slide of a suspension of latex 
particles coated with  human gamma-globulin 1. 

CONTENTS 

 COD 31013 COD 31313 COD 31014 COD 31108 

A. Reagent 1 x 3 mL 2 x 3 mL 1 x 8 mL 1 x 3 mL 

C-.  Negative Control 1 x 1 mL 1 x 1 mL 1 x 1 mL - 

C+. Positive Control 1 x 1 mL 1 x 1 mL 1 x 1 mL - 

Test Cards 3 6 6 - 

Disposable Stirrer Sticks 1 x 50   1 x 150  1 x 150 - 

COMPOSITION 

A. Reagent: Suspension of latex particles coated with human gamma-globulin, sodium azide 
0.95 g/L, glycine buffer 100 mmol/L, pH 8.2.  

C-. Negative Control:  Serum containing RF < 30 IU/mL. 

C+. Positive Control:  Human serum containing RF > 30 IU/mL.  

Human sera used in the preparation of the positive and negative controls have been tested and 
found to be negative for the presence of antibodies anti-HIV and anti-HCV, as well as for HBs 
antigen. However, the controls should be handled cautiously as potentially infectious. 

Test Cards. (Note 1) 

Disposable Stirrer Sticks. 

STORAGE 

Store at 2-8ºC. Cards and stirrer sticks may be kept at room temperature. 

Reagent and Controls are stable until the expiry date shown on the label when stored tightly 
closed and if contaminations are prevented during their use.  

Indications of deterioration: 

 Reagent: Visible agglutination in the flask.  

 Controls: Presence of particulate material. 

REAGENT PREPARATION 

Reagent and controls are provided ready to use. 

ADDITIONAL EQUIPMENT 

 Mechanical rotator adjustable to 100 r.p.m. 

 For code 31108 test cards and stirrer sticks will be required. 

SAMPLES 

Serum collected by standard procedures.  

Rheumatoid factors in serum is stable for 2 days at 2-8ºC.  

PROCEDURE 

1. Bring test reagents and samples to room temperature (Note 2). 

2. Place 50 L of the sample and 1 drop of each Control into separate circles on the test card. 

3. Shake the latex vial (A) gently repeatedly until complete resuspension of the latex particles.. 
Hold the Reagent vial (A) in vertical position and add 1 drop of Reagent (A) to each circle 
next to the sample to be tested (Note 3). 

4. Mix with a disposable stirrer stick and spread over the entire area enclosed by the ring. Use 
a new stirrer stick for each sample. 

5. Rotate cards at 100 r.p.m. for 2 minutes. 

READING  

Examine the presence of visible agglutinantion within a minute after removing the card from the 
rotator (Note 4).  

Positive results: The presence of a visible agglutination indicates an RF concentration  30 
IU/mL. Positive sera may be titered. To titer make serial two-fold dilutions in 9 g/L NaCl. The 
serum titer is defined as the highest dilution showing a positive result. The approximate RF 
concentration in the sample may be obtained by multiplying the titer by 8 IU/mL (Note 5).  

Negative results: The absence of a visible agglutination indicates an RF concentration  30 
IU/mL. 

 

 

 

 

 

 

QUALITY CONTROL 

Positive (C+) and Negative (C-) Controls provided with kits should be tested toghether with the 
patients samples, in order to verify the assay performance. 

Positive Control (C+) should cause a clear visible agglutination of the latex particles. 

Negative Control (C-) should not cause any agglutination of the latex particles. 

Each laboratory should establish its own internal Quality Control scheme and procedures for 
corrective action if controls do not recover within the acceptable tolerances. 

ASSAY CHARACTERISTICS 

 Detectability: 30 IU/mL RF, using an internal standard traceable to the WHO Reference 
Material W1066 (International Laboratory for Biological Standards, Amsterdam). The cut off 
value may vary up to 25% depending on uncontrolled variations in the procedure and on the 
operator experience in reading. 

 High dose (zone) effect: False negative results due to high dose effect are absent at least up 
to 800 IU/mL RF. 

 False results: Results obtained with this reagent did not show significative differences when 
compared with reference reagents. Details of the comparison experiments are available on 
request. 

 Interferences: Hemoglobin (5 g/L), bilirubin (15 mg/dL) and  lipemia (5 g/L) do not  interfere. 
Other drugs and substances may interfere2. 

DIAGNOSTIC CHARACTERISTICS 

Rheumatoid Factors (RF) are a group of IgM antibodies (although IgG and IgA have been also 
described) directed against the Fc fragment of the IgG molecules. 

RF is mainly present in the serum of patients with rheumatoid arthritis but other diseases may 
also produce RF: chronic inflammatory processes, infectious diseases such as subacute 
bacterial endocarditis, malaria, syphilis, leprosy, leishmaniasis,  tuberculosis and a variety of 
autoimmune diseases such as systemic lupus erythematosus3-6. 

Clinical diagnosis should not be made on the findings of a single test result, but should integrate 
both clinical and laboratory data. 

NOTES 

1. The test cards are reusable, and must be washed out and thoroughly rinsed with distilled 
water free of all detergents. 

2. The sensitivity of the test may be reduced at low temperatures. 

3. The presence of agglutinated particles at this point may be due to a lack of homogenization 
of the reagent. 

4. Delay in reading may cause false positive results. 

5. Dilution of the serum in saline causes a change in the sensitivity of the test from 30 IU/mL to 
8 IU/mL due to the strong sample matrix effect on latex agglutination. 

BIBLIOGRAPHY 

1. Singer JM, Plotz CM. The latex fixation test: application to the serologic diagnosis of 
rheumatoid arthritis. Am J Med 1956; 21: 888-92. 

2. Young DS. Effects of drugs on clinical laboratory tests, 5th ed.  AACC Press, 2000. 

3. Shmerling RH, Delblanco TH. The rheumatoid factor: an analysis of clinical utility. Am J Med 
1991; 91: 528-34 

4. Sager D, Wernick RM, Davey MP. Assays for rheumatoid factor: a review of their utility and 
limitions in clinical practice. Lab Med 1992; 23: 15-8. 

5. Tietz Textbook of Clinical Chemistry and Molecular Diagnostics, 4th ed. Burtis CA, Ashwood 
ER, Bruns DE. WB Saunders Co, 2005. 

6. Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC Press, 
2001. 

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain) 

www.biosystems.es 
Quality System certified according to 

EN ISO 13485 and EN ISO 9001 standards 

 

 

 
 



 
 
 
 
 
 
 

M31019i-13                02/2019 
 

ANTI-STREPTOLYSIN O (ASO) 

LATEX 

ANTI-STREPTOLYSIN O 

(ASO) - SLIDE 
COD 31019 

50 tests 
COD 31319 

100 tests 
COD 31086 

150 tests 
COD 31448 

50 tests 

STORE AT 2-8ºC 

Reagents for determination of ASO  
Only for in vitro use in the clinical laboratory 

 

PRINCIPLE OF THE METHOD 

Serum anti-streptolysin O (ASO) at 200 IU/mL or higher causes a visible agglutination on slide of 
a suspension of latex particles coated with streptolysin O 1. 

CONTENTS 

 COD 31019 COD 31319 COD 31086 COD 31448 

A. Reagent 1 x 3 mL 2 x 3 mL 1 x 8 mL 1 x 3 mL 

C-.  Negative Control 1 x 1 mL 1 x 1 mL 1 x 1 mL - 

C+. Positive Control 1 x 1 mL 1 x 1 mL 1 x 1 mL - 

Test Cards 3 6 6 - 

Disposable Stirrer Sticks 1 x 50   1 x 150  1 x 150 - 

COMPOSITION 

A. Reagent: Suspension of white latex particles coated with streptolysin O, sodium azide 0.95 
g/L, ammonium chloride buffer 200 mmol/L, pH 8.2.  

C-. Negative Control:  Serum containing ASO < 200 IU/mL. 

C+.  Positive Control:  Human serum containing ASO > 200 IU/mL.  

Human sera used in the preparation of the positive and negative controls have been tested and 
found to be negative for the presence of antibodies anti-HIV and anti-HCV, as well as for HBs 
antigen. However, the controls should be handled cautiously as potentially infectious. 

Test Cards. (Note 1). 

Disposable Stirrer Sticks. 

STORAGE 

Store at 2-8ºC. Cards and stirrer sticks may be kept at room temperature. 

Reagent and Controls are stable until the expiry date shown on the label when stored tightly 
closed and if contaminations are prevented during their use.  

Indications of deterioration: 

– Reagent: Visible agglutination in the flask.  

– Controls: Presence of particulate material. 

REAGENT PREPARATION 

Reagent and controls are provided ready to use. 

ADDITIONAL EQUIPMENT 

– Mechanical rotator adjustable to 100 r.p.m. 

– For code 31448 test cards and stirrer sticks will be required. 

SAMPLES 

Serum collected by standard procedures.  

Anti-streptolysin O in serum is stable for 7 days at 2-8ºC. 

PROCEDURE 

1. Bring test reagents and samples to room temperature (Note 2). 

2. Place 50 L of the sample and 1 drop of each Control into separate circles on the test card. 

3. Shake the latex vial (A) gently gently repeatedly until complete resuspension of the latex 
particles. Hold the Reagent vial (A) in vertical position and add 1 drop of Reagent (A) to each 
circle next to the sample to be tested (Note 3). 

4. Mix with a disposable stirrer stick and spread over the entire area enclosed by the ring. Use 
a new stirrer stick for each sample. 

5. Rotate cards at 100 r.p.m. for 2 minutes. 

READING  

Examine the presence of visible agglutinantion within a minute after removing the card from the 
rotator (Note 4).  

Positive results: The presence of a visible agglutination indicates an ASO concentration in the 

sample  200 IU/mL. Positive sera may be titered. To titer make serial two-fold dilutions in 9 g/L 
NaCl. The serum titer is defined as the highest dilution showing a positive result. The 
approximate ASO concentration in the sample may be obtained by multiplying the titer by 200 
IU/mL. 

Negative results: The absence of a visible agglutination indicates a content of ASO  200 IU/mL. 

 

 

 

 

 

 

 

QUALITY CONTROL 

Positive (C+) and Negative (C-) Controls provided with kits should be tested toghether with the 
patients samples, in order to verify the assay performance. 

Positive Control (C+) should cause a clear visible agglutination of the latex particles. 

Negative Control (C-) should not cause any agglutination of the latex particles. 

Each laboratory should establish its own internal Quality Control scheme and procedures for 
corrective action if controls do not recover within the acceptable tolerances. 

ASSAY CHARACTERISTICS 

 Detectability: 200 IU/mL ASO, using an internal standard  traceable to the Biological 
Reference Material 97/662 (National Institute for Biological Standards and Control, United 
Kingdom).The cut off value may vary up to 25% depending on uncontrolled variations in the 
procedure and on the operator experience in reading. 

 High dose (zone) effect: False negative results due to high dose effect are absent at least up 
to 800 IU/mL ASO. 

 False results: Results obtained with this reagent did not show significative differences when 
compared with reference reagents. Details of the comparison experiments are available on 
request. 

 Interferences: Hemoglobin (5 g/L), bilirubin (15 mg/dL), rheumatoid factors (300 IU/mL)  and  
lipemia (5 g/L) do not  interfere. Other drugs and substances may interfere3. 

DIAGNOSTIC CHARACTERISTICS 

Anti-streptolysin O are the specific antibodies to streptolysin O, an extracellular enzyme 

produced by Lancefield group A, -hemolytic streptococci (Streptococcus pyogenes). Antibodies 
against streptolysin O can be detected from one week to one month after the onset of a 
streptococcal infection. Streptococcus pyogenes causes a wide variety of upper respiratory 
infections such as acute pharyngitis. Other manifestations of Streptococcus pyogenes infection 
include glomerulonephritis, rheumatic fever, bacterial endocarditis and scarlet fever 4-7. 

Clinical diagnosis should not be made on the findings of a single test result, but should integrate 
both clinical and laboratory data. 

NOTES 

1. The test cards are reusable, and must be washed out and thoroughly rinsed with distilled 
water free of all detergents. 

2. The sensitivity of the test may be reduced at low temperatures. 

3. The presence of agglutinated particles at this point may be due to a lack of homogenization 
of the reagent. 

4. Delay in reading may cause false positive results. 
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