
Kúpna zmluva č. Z202117476_Z
uzatvorená v zmysle §409 a nasl. Obchodného zákonníka

I. Zmluvné strany

1.1 Objednávateľ:

Obchodné meno: Slovenská zdravotnícka univerzita v Bratislave
Sídlo: Limbová 12, 83303 Bratislava , Slovenská republika
IČO: 00165361
DIČ: 2020341895
IČ DPH:
Telefón: +421259370681

1.2 Dodávateľ:

Obchodné meno: EUREX MEDICA, spol. s r.o.
Sídlo: Výstavní 604/111, 70300 Ostrava-Vítkovice, Česká republika
IČO: 47681331
DIČ: CZ47681331
IČ DPH:
Telefón: +420599526510

II. Predmet zmluvy

2.1 Všeobecná špecifikácia predmetu Zmluvy:

Názov: Diagnostické činidlá
Kľúčové slová: diagnostické činidlá
CPV: 33694000-1 - Diagnostické činidlá; 60000000-8 - Dopravné služby (bez prepravy odpadu)
Druh/y: Tovar; Služba

2.2 Funkčná a technická špecifikácia predmetu Zmluvy:

Položka č. 1: Diagnostické činidlá

Funkcia

Dodávka vrátane balenia, dopravy, vyloženia v mieste plnenia, záruky a všetkých nákladov potrebných na realizáciu zákazky.

Objednávateľ u tovarov identifikovaných konkrétnym výrobcom, značkou alebo typom pripúšťa dodanie ekvivalentných tovarov
s plnohodnotnými vlastnosťami na identické použitie v zmysle funkčnej a technickej špecifikácie a obvyklej praxe a zároveň so 
zabezpečením bezpodmienečnej kompatibility s laboratórnymi produktami, použitie ktorých je nevyhnutné s požadovanými 
tovarmi, a to bez nutnosti ďalších nákladov na strane objednávateľa.

Technické vlastnosti Jednotka Minimum Maximum Presne

1. Coagulase Plasma lyophilised, 6x5ml bal 1

2. Streptococcal Grouping kit bal 1

Technické vlastnosti Hodnota/Charakteristika

2.3 Osobitné požiadavky na plnenie:

Názov

Pokiaľ objednávateľ nepotvrdí, že akceptuje predloženú cenovú a technickú špecifikáciu predmetu zákazky, nemôže dôjsť k 
plneniu zmluvy.

Súčasťou dodávky je povinne dodací list, ktorý obsahuje najmä číslo zmluvy z EKS, súpis položiek dodaného tovaru, jeho 
množstvo jednotkovú cenu bez dph a s dph a celkovú cenu bez dph a s dph a faktúra, ktorá obsahuje jednotkovú cenu bez 
dph a s dph a celkovú cenu bez dph a s dph
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Dodávateľ je povinný dodať predmet plnenia nový, nepoužívaný a nepoškodený, nie repasovaný a súčasne certifikovaný a 
schválený na dovoz a predaj v Slovenskej republike / v Európskej únii a vyhovujúci platným medzinárodným normám, STN a 
všeobecne záväzným právnym predpisom SR a EÚ.

Nedodržanie všeobecnej, funkčnej a technickej špecifikácie predmetu zákazky je podstatným porušením zmluvy a má za 
následok odstúpenie objednávateľa od zmluvy, náhradu škody a udelenie negatívnej referencie.

Odberateľ požaduje splatnosť faktúry minimálne 30 dní.

Predávajúci sa zaväzuje v prípade omeškania s dodaním tovaru písomne alebo faxom požiadať kupujúceho o predĺženie 
termínu dodania tovaru s uvedením dôvodov, ktoré mu bránili dodať tovar včas

Zmluvné strany sa dohodli, že dodávateľ nie je oprávnený postúpiť akékoľvek svoje pohľadávky voči objednávateľovi podľa § 
524 Občianskeho zákonníka plynúce z tejto zmluvy alebo súvisiace s touto zmluvu na tretí subjekt bez predchádzajúceho 
písomného súhlasu objednávateľa. Právny úkon, na základe ktorého dodávateľ postúpi svoje pohľadávky bez 
predchádzajúceho súhlasu objednávateľa na tretiu osobu, je podľa Občianskeho zákonníka neplatný. Akýkoľvek súhlas 
objednávateľa s postúpením pohľadávok je platný iba v prípade, ak naň bol udelený predchádzajúci písomný súhlas 
Ministerstva zdravotníctva SR.

Názov Upresnenie

2.4 Prílohy opisného formulára Zmluvy:

Popis Názov súboru

III. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Štát: Slovenská republika
Kraj: Bratislavský
Okres: Bratislava
Obec: Bratislava
Ulica: Limbová 14

3.2 Čas / lehota plnenia zmluvy:

25.08.2021 08:00:00 - 10.09.2021 11:00:00

3.3 Dodávané množstvo/ rozsah zmluvného plnenia:

Jednotka: sada
Požadované množstvo: 1,0000

3.4 Práva a povinnosti zmluvných strán podľa tejto Zmluvy sa spravujú Obchodnými podmienkami elektronického 
trhoviska verzia 3.7, účinná zo dňa 2.8.2021 , ktoré tvoria neoddeliteľnú prílohu tejto Zmluvy.

IV. Zmluvná cena

4.1 Celková cena predmetu Zmluvy bez DPH: 165,00 EUR

4.2 Sadzba DPH: 20,00

4.3 Celková cena predmetu Zmluvy vrátane DPH: 198,00 EUR

V. Záverečné ustanovenia

5.1 Táto Zmluva bola uzavretá automatizovaným spôsobom v rámci Elektronického kontraktačného systému a v zmysle 
Obchodných podmienok elektronického trhoviska verzia 3.7, účinná zo dňa 02.08.2021, ktoré tvoria jej prílohu č. 1.

5.2 Táto Zmluva nadobúda platnosť dňom jej uzavretia a účinnosť za podmienok definovaných v Obchodných 
podmienkach elektronického trhoviska  uvedených v bode 5.1 tejto zmluvy.

5.3 Táto Zmluva vrátane jej príloh predstavuje úplnú dohodu zmluvných strán o jej predmete. Vedľajšie dohody k tejto 
zmluve neexistujú.
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5.4 Táto Zmluva je vyhotovená v elektronickej podobe v štyroch vyhotoveniach,  po jednom pre každú zmluvnú stranu, 
jedno vyhotovenie bude zaslané na zverejnenie v Centrálnom registri zmlúv Úradu vlády Slovenskej republiky a jedno 
bude zverejnené v Centrálnom registri zmlúv trhoviska.

5.5 Túto Zmluvu bude možné meniť a dopĺňať za podmienok stanovených príslušnými všeobecne záväznými právnymi 
predpismi len vo forme písomného a číslovaného dodatku podpísaného oboma zmluvnými stranami.

5.6 Táto Zmluva má nasledovné prílohy:
Príloha č.1 Obchodné podmienky elektronického trhoviska verzia 3.7, účinná zo dňa 02.08.2021,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/
                    
Príloha č.2 Vlastný návrh plnenia zákazky Z202117476

V Bratislave, dňa 23.08.2021 08:52:01

Objednávateľ:
Slovenská zdravotnícka univerzita v Bratislave
konajúci prostredníctvom osoby poverenej zastupovať Objednávateľa v rámci elektronického trhoviska

Dodávateľ:
EUREX MEDICA, spol. s r.o.
konajúci prostredníctvom osoby poverenej zastupovať Dodávateľa v rámci elektronického trhoviska
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Vlastný návrh plnenia zákazky Z202117476


Zákazka


Identifikátor Z202117476


Názov zákazky Diagnostické činidlá


Verejný detail zákazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/311233


Dodávateľ


Obchodný názov EUREX MEDICA, spol. s r.o.


IČO 47681331


Sídlo Výstavní 604/111, Ostrava-Vítkovice, 70300, Česká republika


Dátum a čas predloženia 20.8.2021 12:17:13


Hash obsahu návrhu plnenia yv0sQRXrH6X6pJWDovuX9zcEVKXDPpwG7j3dQIXTiVw=


Dodávateľom uvedený popis vlastného návrhu plnenia:


Prílohy:
TS-271070 (2).pdf
TS-429936 (3).pdf
CERTIFICATO BL ISO 9001 EN.pdf
CERTIFICATO BL ISO 13485 EN.pdf










For electronic publication only



mdc medical device certification GmbH



Kriegerstraße 6 



D-70191 Stuttgart, Germany 



Phone: +49-(0)711-253597-0 



Fax: +49-(0)711-253597-10 



Internet: http://www.mdc-ce.de 



mdc medical device certification GmbH 
certifies that 



Biolife Italiana Srl  
Viale Monza 272 



20128 Milano 
Italy 



for the scope 



design, manufacturing and distribution of  
in vitro diagnostic devices  



has introduced and applies a 



Quality Management System 



The mdc audit has proven that this quality management system 
meets all requirements of the following standard 



EN ISO 13485 



Medical devices – Quality management systems – 
Requirements for regulatory purposes 



EN ISO 13485:2016 + AC:2016 - ISO 13485:2016 



Valid from  2018-08-29 
Valid until  2021-08-29 



Registration no.  D2001500012 
Report no.  P18-00838-123320 



Stuttgart  2018-08-29 



Head of Certification Body 
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STREP GROUPING RAPID LATEX TEST KIT  



For professional in Vitro diagnostic use only 
Rapid latex agglutination slide test for grouping Streptococci of Lancefield groups A,B,C,D,F and G from culture plates 
 
INTENDED USE 
Strep Grouping Rapid Latex Test Kit  is a rapid latex agglutination slide test for grouping Streptococci of Lancefield groups A,B,C,D,F 
and G from culture plates.  Most strains of streptococci, which have been isolated from human infections, possess serological group 
specific antigens. Identification of the organisms includes extraction and characterisation of these antigens from organisms grown in 
culture. The streptococcal grouping system provides an enzyme reagent for rapid extraction of the carbohydrate antigens and a series 
of latex agglutination reagents, specific for groups A, B, C, D, F and G, for rapid detection and identification of the extracted antigens.  
This product is intended for professional use only.  
 
PRINCIPLE OF THE TEST 
Latex particles in the Strep Grouping Rapid Latex Test Kit  are individually sensitised with rabbit antibodies specific to one of the 
Streptococcal carbohydrate antigens of groups A, B, C, D, F or G.  Streptococcal colonies from culture plates are incubated in an 
enzyme solution to extract the antigen. The extract / antigen preparation is tested on a reaction card against six suspensions of antibody 
coated latex particles, each specific for one of the groups A, B, C, D, F and G. In the presence of homologous antigen, particles in one 
of the suspensions will aggregate to give visible agglutination in contrast to the other suspensions, which will remain un-agglutinated.  
 
REAGENTS AND MATERIALS PROVIDED 
Each kit contains sufficient reagents for 50 tests. The date of expiry of each reagent is indicated on the vial labels.  
REAGENT TEST  GR A: 2.5mL - Contains rabbit Strep Group A antibody-sensitised latex  particles in buffer with stabiliser and sodium 
azide 0.099% as preservative. White cap 
REAGENT TEST GR B: 2.5mL - Contains rabbit Strep Group B antibody-sensitised latex particles in buffer with stabiliser and sodium 
azide 0.099% as preservative. White cap 
REAGENT TEST GR C: 2.5mL  - Contains rabbit Strep Group C antibody-sensitised latex particles in buffer with stabiliser and sodium 
azide 0.099% as preservative. White cap 
REAGENT TEST GR D: 2.5mL -  Contains rabbit Strep Group D antibody-sensitised latex particles in buffer with stabiliser and sodium 
azide 0.099% as preservative. White cap 
REAGENT TEST GR F: 2.5mL - Contains rabbit Strep Group F antibody-sensitised latex particles in buffer with stabiliser and sodium 
azide 0.099% as preservative. White cap 
REAGENT TEST GR G: 2.5mL - Contains rabbit Strep Group G antibody-sensitised latex particles in buffer with stabiliser and sodium 
azide 0.099% as preservative. White cap 
CONTROL +: 1.0mL - Positive control: contains inactivated polyvalent antigenic extracts to groups A,B,C,D,F and G preserved with 
0.099% sodium azide. Red cap 
ENZ: 2 x 10mL - Lyophilised extraction enzyme  
Disposable Agglutination Cards  
Disposable Mixing Sticks  
Instruction for use 
 
MATERIALS REQUIRED BUT NOT SUPPLIED 
Bacteriological loops  
Glass or plastic test tubes.  
Pipette to dispense 0.4ml volumes.  
Water bath set at 37°C.  
Sample droppers or Pasteur pipettes.  
Laboratory timer.  
 
WARNINGS AND PRECAUTIONS 
1- The reagents supplied in this kit are for in vitro diagnostic use only. The kit is intended for professional use only. 
2- Do not use reagents after the expiry date stated on the kit carton label. 
3- Do not cross contaminate reagents or samples. 
4- The test should only be performed in accordance with the instructions supplied with the kit. 
5- Do not pipette specimens or reagents by mouth. 
6- All clinical specimens and cultures should be considered infectious and handled and disposed of according to accepted practices. 



Decontamination of infectious material can be achieved with sodium hypochlorite at a final concentration of 3% for 30 minutes. 
7- Sodium azide, which is used as a preservative in the kit reagents can react with lead or copper plumbing to form potentially 



explosive metal azides. Dispose by flushing with a large volume of water to prevent azide build-up. 
 
STORAGE AND SHELF LIFE 
Store all reagents at 2-8°C. Do not freeze. Under these conditions the reagents will be usable until the date printed on the outer carton 
label. Extraction Enzyme is stable for 3 months after reconstitution if stored at 2-8°C. To prolong the life of the enzyme, it may be 
dispensed into suitable test tubes in 0.4mL volumes and stored frozen, at -20°C or below when it will be stable for 6 months. Enzyme 
should not be frozen and thawed more than once.  
 
INDICATIONS OF DETERIORATION  
Deterioration of reagents should be suspected if: 



• Clumping of any of the latex reagents is evident and cannot be removed by shaking vigorously for a few seconds.  
• The Positive Control or Extraction Enzyme becomes cloudy or forms a sediment.  
• The Positive Control fails to cause agglutination of one or more latex reagents within the recommended reaction time.  
• Un-inoculated Extraction Enzyme causes agglutination of any of the latex reagents.  



Reagents showing signs of deterioration should not be used.  
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PREPARATION OF CULTURES AND SPECIMENS  
This test is designed for the testing of colonies which have the appearance and growth characteristics of streptococci, after overnight 
growth on routine laboratory culture media. For details concerning collection and handling of specimens and the choice of, inoculation 
and incubation of culture media, a standard textbook should be consulted.  
Colonies may be taken from primary culture plates, or from pure subcultures, for testing on the day following inoculation of the medium.  
Stored cultures should not be used. The haemolytic properties of the culture are important to its identification and should be determined 
whether or not the growth taken for testing originates from blood based medium.  
 
CONTROLS  
The Positive Control should be tested regularly to ensure that the reagents are functioning correctly.  
The control is supplied ready for use and should be tested in place of the culture extract in the test procedure. The Positive Control 
should give agglutination with all the test Latex Reagents. Failure of the Positive Control to give an agglutination pattern may be 
evidence of latex reagent deterioration. If a negative control is desired, un-inoculated Extraction Enzyme should be tested in place of the 
culture extract in the test procedure.  
 
TEST PROCEDURE  
Allow Strep Grouping Rapid Latex Test Kit reagents to reach room temperature prior to use  
Proceed as follows for each organism to be grouped.  
1. Allow the Latex reagents and positive control to reach room temperature.  
2. Just prior to use, reconstitute a bottle of enzyme by adding 10mL distilled water. Mix gently to ensure complete reconstitution. 
Dispense 0.4mL Extraction Enzyme into a test tube.  
3. Pick Streptococcal colonies from the surface of the agar using a bacteriological loop and emulsify them thoroughly in the Extraction 
Enzyme. To obtain best results, pick at least 4 or 5 average sized colonies or their equivalent for extraction. Excessive inoculation of 
extraction enzyme may cause non-specific agglutination. For minute-colony strains, a sweep of growth will be necessary.  
4. Incubate the tube for 10 to 15 minutes in a 37°C water bath. Shake the tube after the first 5 minutes incubation and shake vigorously 
prior to testing to obtain even suspension of antigen.  



5. Vigorously shake Latex reagents for a few seconds to obtain even suspension. Dispense one drop of each Latex reagent separately 
into six circles on a reaction card.  
6. Transfer one drop of well mixed extract (or Positive Control) into the six separate circles next to the drop of latex reagent.  
7. Mix the contents of each circle using separate mixing sticks and spread the liquid to cover the area of the circle. Do not use the same 
mixing stick for more than one circle.  
8. Slowly and gently, rock and rotate the reaction card to mix the reagents for a maximum of one minute.  
9. Inspect the card for agglutination. If present, agglutination should be clearly visible with the naked eye.  
 
INTERPRETATION OF RESULTS  
When, during the first minute reaction time, the latex particles aggregate into visible clumps, the result is positive for that suspension. If 
extract contains high quantity of antigen, agglutination may be very rapid giving large clumps. With weaker extracts agglutination may 
take longer to appear and give smaller clumps but there should be no difficulty distinguishing positive and negative reactions.  
When the latex particles retain their original milky appearance, without any significant aggregation, the result is negative for that 
suspension. Traces of indistinct aggregation should be ignored and considered negative.  
 
EXPECTED RESULTS  
Colonies associated with beta-haemolysis:  
1. Agglutination of a single latex reagent indicates the group identity of the strain. Complimentary tests should be considered to confirm 
the results, in particular:  



• for group D strains, biochemical tests to differentiate Enterococcus species from group D streptococcus species (the former has 
relatively high antibiotic resistance).  
• for group A, C or G strains with minute colony morphology, biochemical tests to confirm S.milleri / S.anginosus identification.  



 



2.   Agglutination of more than one latex reagent indicates the possibility of mixed growth of organisms from different groups or the 
presence of a strain with more than one group A (for example some group D streptococci which also possess group G antigen).  
Further procedures to be considered:  



• subculture to obtain pure isolates for retesting.  
• for strains with group D and group G antigen, biochemical tests to differentiate Enterococcus species from group D streptococcus 
species (Enterococcus strains with both these antigens may be more antibiotic resistant than those with only group D antigen). 



 



3. Agglutination of all the latex reagents may indicate excessive inoculation of culture to the Extraction Enzyme or contamination of the 
test culture with organisms which cause non-specific agglutination of latex particles (these are normally simple to recognise from growth 
characteristics).  
Further procedures to be considered:  



• boiling the remaining extract for two or three minutes, cooling and retesting may lead to clear results.  
• repeating the test using a smaller inoculation of the Extraction Enzyme.  
• subculture to obtain pure isolates which may be retested.  



 



4. No significant agglutination in any of the latex reagents indicates either that no group A, B, C, D, F or G streptococci were present in 
the test sample or that they were present in numbers below the threshold of sensitivity of the test.  
Further procedures to be considered:  



• retest using a higher inoculum, particularly if group D or group F streptococci are suspected.  
• beta-haemolytic streptococci which do not group may be 



 



Colonies not associated with beta-haemolysis:  
Agglutination of a single latex reagent showing a result of group B or group D gives a reliable identification of the strain. If the result is 
group A, C, F or G it may not be relevant to the identification of the strain and other identification methods are necessary.  
Further procedures to be considered:  



• if the result is group D, biochemical differentiation between Enterococci and group D streptococci (see above).  
Any other combination of results should be interpreted using the information provided above. 
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LIMITATIONS OF USE 
Results must be evaluated in the light of other available clinical and laboratory information. Accurate results depend on testing an 
appropriate amount of growth. This is not usually a problem, however some strains of streptococci belonging to group D possess lower 
or negligible quantities of group antigen and some strains of group F may be difficult to remove from the surface of agar plates. Antigen 
production in group D strains may be improved by culturing them on agar supplemented with 0.5 to 1.0% glucose. This supplement 
does obscure demonstration of haemolysis but it may be considered in situations where it is important to resolve identification.  
Growth of minute-colony strains may be improved by culture in a carbon dioxide enriched atmosphere.  
Streptococci from groups Q, R and S may also possess detectable levels of group D antigen.  
Antigens common to the streptococcal group antigens have been described in a number of unrelated species. For example false 
positive reactions can occur with Escherichia, Klebsiella or Pseudomonas. These are normally easily differentiated by cultural 
characteristics and cause no confusion in streptococcal identification. 
 
PERFORMANCE CHARACTERISTICS 
The Strep Grouping Rapid Latex Test Kit  has been evaluated against a leading commercial latex kit as a reference for grouping 
Streptococci, using clinical samples at a number of independent sites. Overall Results are shown in Table.  
 



Strep Grouping Rapid Latex Test Kit



+ -



Strep Grouping 



Rapid Latex Test 



Kit + 607 55



Leading 



Commercial Kit - 0 24  
Sensitivity = 92% (607/662) 
Specificity = 100% (24/24) 



REPRODUCIBILITY 
Intra Batch reproducibility was evaluated by testing sensitivity of one batch of each of the test latexes on ten separate occasions with 
three different operators against serial dilutions of reference antigens. End point titres varied by a maximum of one doubling dilution 
from assay to assay.  
Inter Batch Reproducibility was examined by testing sensitivity and specificity of 10 batches of product against serial dilutions of 
reference antigens. Between the batches variation in titres was a maximum of one 



 



 



 



CONTENT (50 tests)    REF 271070 
 



REAG TEST GR A     2.5 mL (dropper white cap) 
REAG TEST GR B     2.5 mL (dropper white cap) 
REAG TEST GR C     2.5 mL (dropper white cap) 
REAG TEST GR D     2.5 mL (dropper white cap) 
REAG TEST GR F     2.5 mL (dropper white cap) 
REAG TEST GR G     2.5 mL (dropper white cap) 
CONTROL +     1 mL (dropper red cap) 
ENZ       2 x 10mL - Lyophilised extraction enzyme 
DISPOSABLE AGGL. CARDS (SLIDE)    50 cards with 6 wells each 
MIXING STICKS      12 x 25 disposable mixing sticks 
INSTRUCTIONS FOR USE                                  1 item 
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COAGULASE PLASMA EDTA 
Lyophilized rabbit plasma for the identification of coagulase positive staphylococci 



 
INTRODUCTION AND PRINCIPLE OF THE METHOD 
Coagulase Plasma EDTA is used for the identification of  pathogenic Staphylococci, principally S. 
aureus by means of the coagulase test.  When the strain is placed in contact with rabbit plasma, the 
appearance of coagulation is observed.  



VIAL CONTENTS 
REF 429938 : Rabbit Plasma EDTA,  1.0 ml   (lyophilized)  - 6 tests 
REF 429937 : Rabbit Plasma EDTA,  2.5 ml  (lyophilized) -15 tests 
REF 429936 : Rabbit Plasma EDTA,  5.0 ml  (lyophilized) - 30 tests 
 
PREPARATION 
REF 429938: reconstitute the contents of one vial with 3 ml of sterile distilled water under aseptic 
conditions. 
REF 429937 : reconstitute the contents of one vial with 7,5 ml of sterile distilled water under aseptic 
conditions.  
REF 429936 : reconstitute the contents of one vial with 15 ml of sterile distilled water under aseptic 
conditions. 
Stir for 30 seconds by means of a vortex to dissolve completely.  The rabbit plasma results to be 
diluted 1:3 
 
SPECIMENS 
The sample consists of colonies isolated on an agar medium. 
 
DIRECTIONS 
Prepare a 18-24 hour culture of the test organism by inoculating a tube of Brain Heart Infusion Broth 
with a loopful of growth taken from a pure culture.   
Mix 0.5 ml of Coagulase Plasma EDTA with 0.5ml of culture in a test tube. 
Incubate at 37°C and examine for plasma coagulation after 3-6 hours and if the reaction is negative 
after 24 hours.  
 
READING AND INTERPRETATION 
Observe the appearance of coagulation by gently inclining each tube to avoid breaking the developing 
clot. 
Positive result: appearance of a clot within 24 hours. 
Negative result: absence of a clot within 24 hours 
 
QUALITY CONTROL 
If the quality control is performed by the user, the following strains are recommended: positive control: 
Staphylococcus aureus ATCC 25923, negative control: Staphylococcus epidermidis  ATCC 12228 
 
LIMITATIONS  
Some  species of Staphylococci other than Staphylococcus aureus (e.g. S.intermedius  and S.hycus)  
may give positive reaction to coagulase test. 
 
PRECAUTIONS  
The vial contains a product from animal origin. The certification of origin and the certification of sanitary 
state do not totally guarantee the absence of transmissible pathogenic agents. It is therefore 
recommended that Coagulas Plasma EDTA be treated as potentially infectious and handled observing 
the usual safety precautions (do not ingest, do not inhale).  
For in vitro diagnostic use only. Coagulase Plasma EDTA is for professional use only and it should be 
used by adequately trained personnel with knowledge of microbiological techniques in the laboratory.  
Observe approved biohazard precautions and aseptic techniques. 
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STORAGE 
Coagulase Plasma EDTA should be stored at 2-8°C in their box, until the expiration date. When stored 
as directed the reagent remains stable until the expiration date shown on the label. Coagulase Plasma 
EDTA should not be used if there are any signs of deterioration and if the cap is not intact. After 
reconstitution, the plasma can be stored at 2-8°C for 1 week. 



PAKAGING 
REF 429938 : Rabbit Plasma EDTA,    10 x 1    10  x  3 ml   (60 tests)   
REF 429937 : Rabbit Plasma EDTA,    4 X 2.5 ml       4  x  7,5 ml  (60 test) 
REF 429936 : Rabbit Plasma EDTA,   4 X 5 ml     4  x  15 ml  (120 tests) 
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mdc medical device certification GmbH 
certifies that 



Biolife Italiana Srl  
Viale Monza 272 



20128 Milano 
Italy 



for the scope 



design, manufacturing and distribution of  
in vitro diagnostic devices  



has introduced and applies a 



Quality Management System 



The mdc audit has proven that this quality management system 
meets all requirements of the following standard 



EN ISO 9001 



Quality management systems – 
Requirements 



(ISO 9001:2015) 



Valid from  2018-08-29 
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