Kdpna zmluva C. 2202117476_Z

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

1.1 Objednavatel:

Obchodné meno: Slovenska zdravotnicka univerzita v Bratislave
Sidlo: Limbova 12, 83303 Bratislava , Slovenska republika
ICO: 00165361

DIC: 2020341895

IC DPH:

Telefon: +421259370681

1.2 Dodavatel:

Obchodné meno: EUREX MEDICA, spol. s r.o.

Sidlo: Vystavni 604/111, 70300 Ostrava-Vitkovice, Ceska republika
ICO: 47681331

DIC: Cz47681331

IC DPH:

Telefén: +420599526510

Il. Predmet zmluvy

2.1 V8eobecna Specifikacia predmetu Zmluvy:

Nazov: Diagnostické Cinidla

Klacoveé slova: diagnostické ¢inidla

CPV: 33694000-1 - Diagnostické ¢inidla; 60000000-8 - Dopravné sluzby (bez prepravy odpadu)
Druhly: Tovar; Sluzba

22 Funkéna a technicka Specifikacia predmetu Zmluvy:

Polozka ¢. 1: Diagnostické €inidla

Dodéavka vratane balenia, dopravy, vyloZenia v mieste pInenia, zaruky a vSetkych ndkladov potrebnych na realizaciu zékazky.

Objednavatel u tovarov identifikovanych konkrétnym vyrobcom, znackou alebo typom pripusta dodanie ekvivalentnych tovarov
s plnohodnotnymi vlastnostami na identické pouzitie v zmysle funkénej a technickej Specifikacie a obvyklej praxe a zaroven so
zabezpecenim bezpodmienecnej kompatibility s laboratérnymi produktami, pouzitie ktorych je nevyhnutné s pozadovanymi
tovarmi, a to bez nutnosti dalSich nakladov na strane objednavatefla.

1. Coagulase Plasma lyophilised, 6x5ml bal 1

2. Streptococcal Grouping kit bal 1

2.3 Osobitné poziadavky na plnenie:

Pokial objednavatel nepotvrdi, Ze akceptuje predlozenu cenovu a technicku Specifikaciu predmetu zakazky, neméze dojst k
plneniu zmluvy.

Sucastou dodavky je povinne dodaci list, ktory obsahuje najma &islo zmluvy z EKS, supis poloziek dodaného tovaru, jeho
mnozstvo jednotkovu cenu bez dph a s dph a celkovu cenu bez dph a s dph a faktura, ktora obsahuje jednotkovu cenu bez
dph a s dph a celkovu cenu bez dph a s dph
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Dodavatel je povinny dodat predmet plnenia novy, nepouzivany a neposkodeny, nie repasovany a sucasne certifikovany a
schvaleny na dovoz a predaj v Slovenskej republike / v Eurdpskej unii a vyhovujici platnym medzinarodnym normam, STN a
v§eobecne zavaznym pravnym predpisom SR a EU.

Nedodrzanie vSeobecnej, funkénej a technickej Specifikacie predmetu zakazky je podstatnym poruSenim zmluvy a ma za
nasledok odstlupenie objednavatela od zmluvy, nahradu $kody a udelenie negativnej referencie.

Odberatel pozaduje splatnost faktary minimalne 30 dni.

Predavajlci sa zavézuje v pripade omeskania s dodanim tovaru pisomne alebo faxom poZiadat kupujiceho o predizenie
terminu dodania tovaru s uvedenim dévodov, ktoré mu branili dodat tovar v€as

Zmluvné strany sa dohodli, Ze dodavatel nie je opravneny postupit akékolvek svoje pohladavky voci objednavatelovi podla §
524 Obcianskeho zakonnika plynuce z tejto zmluvy alebo suvisiace s touto zmluvu na treti subjekt bez predchadzajuceho
pisomného suhlasu objednavatela. Pravny ukon, na zaklade ktorého dodavatel postupi svoje pohladavky bez
predchadzajuceho suhlasu objednavatela na tretiu osobu, je podla Obcianskeho zakonnika neplatny. Akykolvek suhlas
objednavatela s postupenim pohladavok je platny iba v pripade, ak nan bol udeleny predchadzajici pisomny suhlas
Ministerstva zdravotnictva SR.

Nazov Upresnenie

24 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: Bratislavsky

Okres: Bratislava

Obec: Bratislava

Ulica: Limbovéa 14

3.2  Cas/lehota plnenia zmluvy:
25.08.2021 08:00:00 - 10.09.2021 11:00:00

3.3 Dodéavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: sada
Pozadované mnozstvo: 1,0000

3.4 Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronického
trhoviska verzia 3.7, u€inna zo dna 2.8.2021 , ktoré tvoria neoddelite/nu prilohu tejto Zmluvy.

IV. Zmluvna cena
4.1 Celkova cena predmetu Zmluvy bez DPH: 165,00 EUR
4.2 Sadzba DPH: 20,00
4.3 Celkova cena predmetu Zmluvy vratane DPH: 198,00 EUR

V. Zaverecné ustanovenia

51 Tato Zmluva bola uzavreta automatizovanym spdsobom v rdmci Elektronického kontraktacného systému a v zmysle
Obchodnych podmienok elektronického trhoviska verzia 3.7, u¢inna zo dna 02.08.2021, ktoré tvoria jej prilohu ¢&. 1.

5.2 Tato Zmluva nadobuda platnost driom jej uzavretia a i¢innost za podmienok definovanych v Obchodnych
podmienkach elektronického trhoviska uvedenych v bode 5.1 tejto zmluvy.

5.3 Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.
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5.4 Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmlav Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav trhoviska.

5.5 Tuto Zmluvu bude mozné menit' a dopliiat' za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a ¢islovaného dodatku podpisaného oboma zmluvnymi stranami.

5.6 Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronického trhoviska verzia 3.7, u€inna zo dia 02.08.2021,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 2202117476

V Bratislave, dna 23.08.2021 08:52:01

Objednavatel:
Slovenska zdravotnicka univerzita v Bratislave
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:

EUREX MEDICA, spol. s r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 2202117476

Zakazka

Identifikator 2202117476

Nazov zakazky Diagnostické cinidla

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/311233
Dodavatel

Obchodny nazov EUREX MEDICA, spol. s r.o.

ICO 47681331

Sidlo Vystavni 604/111, Ostrava-Vitkovice, 70300, Ceska republika
Datum a Cas predlozZenia 20.8.2021 12:17:13

Hash obsahu navrhu pinenia yv0sQRXrH6X6pJWDovuX9zcEVKXDPpwG7j3dQIXTiVw=

Dodavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

TS-271070 (2).pdf

TS-429936 (3).pdf

CERTIFICATO BL ISO 9001 EN.pdf
CERTIFICATO BL ISO 13485 EN.pdf








ertificate

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

W A i~
Head of Certification Body

medical device certification

Mac (o

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de
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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
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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 TESTGR C 2.5 mL (dropper white cap)
REAG TEST GR D 2.5 mL (dropper white cap)
REAG TESTGR 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

EDMA CODE 14 02 02 03 00 C €
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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.

Biolife Italiana S.r.1. Viale Monza 272, 20128 Milan, Italy. Tel. n°® ++39 (0)2 25 209 1, Fax n°® ++39 (0)2 25 76 428
E-mail: biolife@masciabrunelli.it ; Web: www.biolifeit.com
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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, —» 10x1 10 x 3 ml (60 tests)
REF 429937 : Rabbit Plasma EDTA, —» 4X2.5ml 4 x 7,5ml (60 test)
REF 429936 : Rabbit Plasma EDTA, —» 4 X5ml 4 x 15 ml (120 tests)

Biolife Italiana S.r.I. Viale Monza 272, 20128 Milan, Italy. Tel. n® ++39 (0)2 25 209 1, Fax n®++39 (0)2 25 76 428
E-mail: biolife@masciabrunelli.it ; Web: www.biolifeit.com
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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

(1SO 9001:2015)

Valid from 2018-08-29
Valid until 2021-08-29
Registration no. D2001500013
Report no. P18-00838-123323
Stuttgart 2018-08-29
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Head of Certification Body
medical device certification
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Deutsche
Akkreditierungsstelle
D-ZM-16002-01-01

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de
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