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ZERTIFIKAT & CERTIFICATE ¢

ftalla

CERTIFICATO

Nr. 50 100 11497 - Rev. 003
Si attesta che /. This is to certify that

I SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

VIA SCOZIA SNC - ZONA INDUSTRIALE
1-64026 ROSETO DEGLI ABRUZZ| (TE)

SEDE OPERATIVA:
OPERATIONAL SITE:

CONTRADA PIANE VOMANO - TRAVERSA DI VIA GRECIA
1-64026 ROSETO DEGLI ABRUZZ| (TE)

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:2015

QUESTO CERTIFICATO E& VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

Progettazione e sviluppo, produzione e commercializzazione di

dispositivi medico diagnostici in-vitro: terreni di coltura per

batteriologia, sistemi di identificazione e antibiogramma, kit per la

determinazione di plasmaproteine (1AF 12, 29

Design and development, production and sale of in-vitro diagnostic
medical devices: culture media for bacteriology, identification and
susceptibility testing systems, kits for plasma protein determination

Membro degli Accord: dr Mutue Riconoscimenlo

(IAF 12, 29)

. Per I'Organismo di Certificazione Validita I Validity

ACC RE D ‘A & For the Certification Body "
G DUANO DIACCREDTAMENTO, TUV italia S.r.l. Dal / From: 2019-02-11
SEQ N7049A Al/ To; 2022-02-10

EA, IAF e ILAC
Signalory af EA, IAF and ILAC Mulual

Recogpnition

LA VALIDI

“THE VALID,

TOV Italia S

Agreements ; ‘
; Z s ( Q Sa Data emissione / Issuing Date

/ Andrea Coscia 2019-02-11

Dirattore Divisiona Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 201 2-09-25

A DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME GOMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE” .

7Y OF THE PRESENT GERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHSAND ON THE COMPLETE REVIEW CF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS" ¢

r.l. e Gruppo T(V SUD « Via Carducci 125, Pal, 23 « 20098 Sesto San Giovanni (M) » Italia » www.twvit TOV®
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ENDO AGAR
Medium for coliforms qonfirmatory test.

TYPICAL FORMULA  (g/).

Peptone 10.0
Lactose 10.0
Dipotassium Phosphate 3.5
Agar 15.0
Sodium Sulphite 2.5
Basic Fuchsin 0.5
Final pH = 7.5 + 0.2 at 25 °C.
DIRECTIONS

Suspend 41.5 g of powder in 1 liter of distilled or deionized water. Heat to boiling with frequent and careful overturnings until
complete dissolution. Autoclave at 121 °C for 15 minutes. Evenly disperse the precipitate when dispensing. Use immediatel:y.
DESCRIPTION

ENDO AGAR is used for conﬁrrﬁing the presence of coliforms organisms.

TECHNIQUE

For the confirmation of presumdtnve tests with liquid media, subculture tubes showing gas, or acid and gas formation, onto an
Endo Agar plate. Incubate at 36| 1 °C for 24 hours. Lactose fermenting coliforms (e.g. E. coli) give rise to deep red colomes
which color the surrounding medium and possess a golden metaliic sheen. Non-lactose fermenters form coloriess transiucegnt
colonies, against the pink to colorless medium. i
QUALITY CONTROL
Dehydrated medium
Appearance: free-flowing, homageneous.
Color: medium purple.
Prepared medium
Appearance: opalescent with precipitates.

Color: pink.

Incubation conditions: 36 = 1 °C for 24 £ 2 hours,

Microorganism ATCC Growth Characteristics

Staphylococcus aureus 25923  markedly to completely inhibited

Escherichia colf | 25922 good red colonies w / green metallic sheen
Salmonelia typhimurium 14028 good colortess to pink colonies

PERFORMANCE AND LIMITATIONS
If the medium is to be used the same day it is rehydrated, it does not need to be autoclaved. Boil to dissolve completely before
dispensing into plates. \ !
STORAGE ‘
The powder is very hygroscopic; store the powder at 10-30 °C, in a dry environment, in its original container tightly closed aind
use it before the expiry date on the label or until signs of deterioration or contamination are evident. The medium should be
used the day it is prepared: if it is necessary store in the dark at 2-8 °C for no more than 3 days.

REFERENCES

1. Endo, S. (1904). Uber ein Vecjfahrenzum Nachweis der Typhusbacillen. Centr. Bakt., Abt 1, Orig. 35:103-110. *
2. American Public .Health Assgciation.(1975). Standard methods for the exarnination of water and wastewater, 14th ed.

PRESENTATION

Product ' REF %
ENDO AGAR (12.0 1 610020 500 g
ENDO AGAR (2.4 ) 620020 100 g
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LIOFILCHEM

PHENYLALANINE AGAR
Medium for eneterobacteria differentiation.

TYPICAL FORMULA (g)
Yeast Extract 3.0
Disodium Phosphate 1.0
Sodium Chloride 5.0
DIL.-Phenylalanine 2.0
Agar 15.0|
FinalpH=7.3+0.2at25°C. |
DIRECTIONS |

Suspend 28.0 g of powder in 1 liter of distilled or deionized water. Heat until completely dissolved. Distribute into final tubes. ‘
Sterilize in autoclave at 121°C fof 15 minutes. AlIow the medium to solidify in a slanted position. !
DESCRIPTION

PHENYLALANINE AGAR is a medium recommended for the differentiation of members of the Proteus and Providencia groups
from other enterobacteria. 1 !

|
TECHNIQUE
Inoculate the slant with test organisms and incubate at 36 + 1°C for 18-24 hours. Add 3-5 drops of Ferric Chloride 10% (codég
80272) and 3-5 drops of a 0.1 N T—dCI solution to a 24 hours culture. Rotate the tubes to wet and loosen the growth. I
A positive test is indicated by the|formation of a characteristic green color. Proteus and Providencia groups give a pOaItIV(—‘ ;
reaction in 1-5 minutes. Other m#mbers of Enterobacteriaceae give negative reactions. \

QUALITY CONTROL
Dehydrated medium
Appearance: free-flowing, homoqeneous

Color: light tan. ‘

Prepared medium |

Appearance: slightly opalescent thhout precipitate.
Color: light amber.

Incubation conditions: 36 + 1 °C *or 18-24 hours.

Microorganism AT(lC Growth Reaction
Escherichia coli [ 25922 good -
Enterobacter aerogenes 13048 good -

Proteus mirabilis 25933 good +
Proteus vulgaris 13315 good +
STOHAGE

owder at 10-30 °C, in a dry environment, in its original container tightly closed aqd
use it before the expiry date on tlhe label or until signs of deterioration or contamination are evident.

Store prepared tubes at 2-8 °C. |

REFERENCES

1. Ann. Inst. Pasteur. (1954) 87: 875-386.

2. Pub. Hith Lab. (1957) 15: 153.}

PRESENTATION

Product ! IREF ‘ \&/
PHENYLALANINE AGAR (1 9.2il) 610039 500 g
PHENYLALANINE AGAR (3.8 ]') 620039 100 g
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GLUCOSE
Glucose for bacteriologiFal use.

USE

GLUCOSE is used as a sourck of energy readily available for bacteria in fermentation tests (i.e. Salmonella I

typhimurium and Escherichia coli ferment glucose). It is free from other sugars and from starch, proteins and 1

metals. In liquid media is used generally at 0.5% concentration; high concentrations are used for the preparation|of

solid media, | |

PHYSICO-CHEMICAL CHARACTERISTICS
|

Standard
DCI Name Dextrose
Ph. Eur. Name Dextrosum / Glucosum
[UPAC Name Glucose
Solubility in water at 5% Complete
Humidity < 0.50 %
Specific Optical Rotation +525/+53.5
Molar weight 180
Specific weight | 750 g/lt
pH : 5.1
Acidity i <0.15 ml
Ash | =< 0.10%
Reducing sugar Conform
Granulometry 98% lower to 70 Mesh
| 45% lower to 1400 Mesh
TECHNIQUE :

Glucose can be used as an ingredient of dehydrated culture media and need dissolution in distilled or deionized|
water and sterilization preferaply by filtration. !

QUALITY CONTROL
Dehydrated powder 3

Appearance: free-flowing, hoﬂhogeneous.

Colour: white.

STORAGE |

The powder is very hygroscopic: store the powder at 10-30 °C, in a dry environment, in its original container tightly

closed and use it before the expiry date on the label or until signs of deterioration or contamination are evident. i
PRESENTATION

Product REF v
GLUCOSE | 611601 500 g ]
GLUCOSE | 621601 100 g
GLUCOSE | 6116015 5 Kg
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DESCRIPTION I
Optochine Test is constituted by paper discs, each one
containing 5 pg of Optochin (Ethylhydrocupreine
hydrochloride), used for differentiating Streptococcus
pneumoniae from the other alpha-haemolytic streptococci.

|
CONTENT OF THE PACKAGES
Fach package contains:
2 cartridges with 50 discs each, packaged in a heat-sealed

container. !

*  Dryer. 1

|
PRINCIPLE OF THE METHOD } ] :
Optochin is an agent specifically active against Streptococcus
pneumoniae, the other alpha-haemolytic streptococci are
resistant. The disc is placed onto the surface of a culture
medium that is suitable for the growth of streptococci,
inoculated with a pure liquid culture |of the microorganism
under examination. After the incubatjon all the plates are
examined for the presence or absence of an inhibition halo
around the disc of Optochin.
COMPOSITION i
Fach disc contains 5 pg of Optochin.|

PREPARATION OF THE SPECIMEN |

1. Mixed cultures or clinical specimens must not be used to
determine susceptibility to Optochin.

2. Inoculate a tube of Brain Heart Infusion Broth (ref. 20104)
with pure colonies of the microgrganism under
examinalion.

3. Incubate at 36 + 1°C overnight. |

TEST PROCEDURE |

1. Take the cartriges container from the refrigerator and leave
it on the test bench until it reachles room temperature (about
30 minutes). This will prevent himidity being deposited on
the discs when the package is u]LeImd, which could
prejudice their long-term stability.

2. Using a sterile swab, evenly inogulate the surface of a plate
of blood agar such as Tryptic So!y Blood Agar (ref. 11037),
Columbia Blood Agar {ref. 11025) or other blood medium,
with the suspension of the streptococcus under
examination. |

3. Using sterile tools, gently press ane disc of Optochin an the
inoculated surface.

4, Turn the plate upside down and|incubate at 36 + 1°C for
18-24 hours in atmosphere crmrlaining 5% of CO,.

5, Check for presence or absence ¢f an inhibition halo around
the disc of Optochin.

INTERPRETATION OF THE RESULTS
The test organism is considered sensjtive to Optochin and
presumptively Streptococcus pneumboniae if the inhibition zone
is > 14 mm diameter. The presumptiye identification must be
confirmed by serological tests.

LIOFILCHEM®S.r.1.
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Optochine Test

[_Encuisi

Diagnostic discs for pneumococci identification.

QUALITY CONTROL

Each batch of Optochine Test is tesled for susceptibility (o
Optochin by using Streptacoceus pneumoniae ATCC® 6305
for pasitive control, and Streptococcus pyagenes ATCC®
19615 for negative control, inoculated on Columbia Blood
Agar with 5% of defibrinated sheep blood.

PRECAUTIONS
Optochine Test cannot be classified as being hazardous
according to the current legislation. Optochine Test is a
disposable device to be used only for diagnostic use in vitro. It
must be used in the laboratory by properly trained personnel,
using approved aseptic and safety methods for handling
pathogentic agents. I

STORAGE

Store Optochine Test at -20°C/+8°C in the original packaging.
Keep away from sources of heat and avoid excessive changes in
temperature. In such conditions, the product will remain valid
until the expiry date indicated on the label. Do not use beyond
that date. Eliminate without using if there are signs of
deterioration.

DISPOSAL OF USED MATERIAL

After use, Oplochine Test and material thal has come int(i)
contact with the sample must be decontaminated andl disposed
of in accordance with the techniques used in the lahoratory Tor
decontamination and disposal of potentially infecledimalerial,

BIBLIOGRAPHY |

i https://www.gov.uk/govemment/uploads/systerﬂ/upIbads/al
tachment_data/file/394193/TP_25i3.pdlf ‘

« J.Lab. Clin. Med., 49: 641, 1957.

+ ). Clin. Path., 8: 58, 1955.

«  Serological Studies on Pneumococci, Munksgaard, |
Copenhagen, Oxford University Press, London, 194B.

o ). Exp. Med. 22: 269, 1915, !

PRESENTATION
[ Product Ref. Test
Optochine Test 9501 POO
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DESCRIZIONE

Gli standard McFarland vengano utilizzati come standard di torbidita

nella preparazione delle sospensioni di

microrganismi ed in particolar

modo nella preparazione degli inoculi Batterici per I'esecuzione

dell'antibiogramma.

PRINCIPIO :
Gli standard di torbidita sono compaosti
miscelate precipitane formando una sol
tarbidita,

Gli standard McFarland vengono prepat
ad una soluzione acquosa di cloruro di

La miscela porta alla formazione di preg
Per ciascun standard McFarland in tabel

corrispondente espressa in cellule/ml. L

da sostanze chimiche che
1izione di riproducibile

qati aggiungendo acido solforico
hario.

ipitato di solfato di baria,

la 1 & riportata la densita

1 concentrazione ballerica

dipende dalla dimensione dei microrganismi. | valori riportati nella
tabella | rappresentana valori medi di concentrazione validi per i

batieri. Per i lieviti, che hanno dimensic
gli stessi numeri per 30.

PROCEDURA

ni maggioti, bisogna dividere

Prima dell'uso, agitare vigorosamente Ic:? standard di torhidita,

utilizzando un vortex meccanico.

Comparare la torbidita di una sospensia

torhidita dello standard, in presenza di
Altemativamente, utilizzare lo standard
urhidimetro elettrometrico.

INTERPRETAZIONE DE!{ RISULTATI

L'utilizzo degli standard McFarland con

standardizzali da utilizzare nelle proce
dell'antibiogramma.

ne batterica preparata alla
una luce adeguata.
di torbidita per calibrare un

sente la preparazione di inoculi
lure per I'esecuzione

McFARLAND BARIUM SULPHATE STANDARD

Standard di torbidita per la preparazione di sospensioni di microrganismi.
TL!lrbidity standard for preparing suspensions of microorganisms.

DESCRIPTION

McFarland standards are used as turbidity standards in the preparation

of suspensions of microorganisms and has particular application|
preparation of bacterial inocula for performing antimicrobial !
susceptibility testing.

PRINCIPLE

in the

Turbidity standards are prepared by mixing chemicals that precipilate to

form a solution of reproducible turbidity.

McFarland standards are prepared by adding sulphuric acid to an
aqueous solution of barium chloride, which results in the formation of 3

suspended barium sulphate precipitate. i
For each McFarland standard in table 1 is reported the correspon

dent

density expressed in cells/ml. Bacterial concentration depends on

microorganisms size, The mentioned values in table 1 represent
values of concentration valid for bacteria. For yeast, which are |
size, these numbers should be divided by about 30.

PROCEDURE i
Vigorously agitate the turbidity standard on a mechanical vortex|
just before use. !

average
iLI’j{EI' in

mixer

Using adequate light, compare the turbidity of a bacterial suspension to

the turbidity standard. !

Alternatively, use the turbidity standard to ca
turbidimeter.

RESULTS INTERPRETATION

McFarland standards will enable the preparation of standardized
inocula for use in the performance of standardized antimicrobial
susceptibility testing procedures. |

BIBLIOGRAF!A / BIBLIOGRAPHY

1. Mc Farland, 1907. ).Am.Med.Assoc.49:711
2. Patricia M. Tille. 2014. Bailey & Scott's Di
3. CLSI M7-A9, 2012. Melhods for dilution g
4. CLSI M11-A7, 2007. Methads for dilution

PRESENTAZIONE / PRESENTATION
Prodotto / Product

MCFARLAND 0.5 BARIUM SULPHATE
McFARLAND 1.0 BARIUM SULPHATE
MCFARLAND 2.0 BARIUM SULPHATH
MCcFARLAND 3.0 BARIUM SULPHATE
McFARLAND 4.0 BARIUM SULPHATE
MEFARLAND STANDARD SET (McFA!

McFarland Standard

\
i
)
||
i

[ |wina| =
K=} O!G o |

76.

ity (cells/mb) 1

C3.0x 100
T6.0x 10"

9.0 x 10"
12.0 x 10°

‘
librate a electromelric

RLAND 0.5, 1

agnostic Microbiology, 13" edition by Mosby, Inc., an affiliate of Elsevier Inc.
nlimicrobial susceptibility test for bacteria that grow aerobically,
antimicrobial susceptibility testing of anaerobic bacteria.
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TEST RAPIDI PER IDENTIFICAZIONE
RAPID TESTS FOR IDENTIFICATION

INDOLO TEST s1icKk

Test rapido su stick per la determinazione dell’'enzima triptofanasi.
Rapid test on stick for determination of tryptophanase enzyme.

IMPIEGO .

Organismi che producono I'enzima triptofanasi degradano
I'aminoacido triptofano in acida piruvico, ammonio ed indolo.
L'indolo viene evidenziato aggiungendo un indicatore
aldeidico che sviluppa un’intesa colorazione verde. Il test
pud essere usato per differenzjare le specie di Proteus e per
l'identificazione presuntiva di Escherichia coli.

N.B.

E’ necessario eseguire if test dell'indolo su colonie isolate
da terreni di coltura contenenti|triptofane, quali Plate count
agar, Tryptic soy agar ed altri.

MODALITA’ D’USO ,

o Prelevare uno stick dal coptenitore.

» Toccare con un'ansa appjmtita la colonia da
sottoporre al test e striscidre sull’estremita dello stick.

Aggiungere 2 gocce di Indole Test Reagent .

Lo sviluppo di un colore vjarde immediato indica

una reazione positiva. ‘

CONTROLLO QUALITA’

Ogni lotto di INDOLE TEST $TICK viene sottoposto al test
per la produzione dell’ Indol¢ utilizzando ceppi batterici di
Escherichia coli ATCC 25922 per il controllo positivo e
Proteus mirabilis ATCC 25933 per il controllo negativo.

CONTENUTO
T o) (o R =S ) CP T PP 30 Stick
Indolo Test Reagent........coohvvvvvivoiiiiiiiie e 1 x 3ml

CONSERVAZIONE
5.-12°C

VALIDITA’
1 anno

USE

Organisms thal produce enzyme tryptophanase degrades
the amino acid tryptophan into pyruvic acid, ammonia and
indole. Indole is underlined by adding an aldehydic
indicator that develops a strong green coloration. The test
can be used to differentiate Proteus species and for
presumptive identification of Escherichia coli.

N.B.

It is necessary to perform indolo test on colonies isolated
from culture media containing tryptofane, like Piate count
agar, Tryptic soy agar and others.

INSTRUCTION EOR USE

e Pick up one stick from the container.

«  With a pointed loop, touch the colony to subject to
test and slide on the stick’s edge.

Add 2 drops of Indole Test Reagent .
Development of an immediate green coloration
indicates positive reaction.

QUALITY CONTROL

Each batch of INDOLE TEST STICK is subjected to test fort
indole production, using bacterial strains of Escherichia co/r“
ATCC 25922 for positive control and Proteus mirabilis |
ATCC 25933 for negative control. ;
CONTENT

INQOIE TBSE.. . oiv v 30 Stick i
Indole Test Reagent. ...ciiviivicvinsiariisisimeaimies I x 3mi

STORE AT
5-12C

SHELF LIFE
1 year

‘ PRODOTTO / PRODUCT

CODICE / CODE

CONFEZIONE / PACKAGING |
|
-

\ INDOLO TEST sTick

88032

30 TESTS
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© Liofilchem® - Oxidase Test Disc - Rev.2 /04.05.2016
Instructions For Use

‘ ENGLISH

i Oxidase Test Disc

RapiP test for detection of cytochrome oxidase enzymatic activity.

Al
DESCRIPTION
Oxidase Test Disc is a diagnostic|test used for differentiation and microbial identification, particularly of Gram-negative bacteria, on
the basis of the presence of enzyjne cytochrome oxidase.

The product matches with rec()mlmendations of EN 1SO 16266 and 1SO 9308-1 for detection of Pseudomonas aeruginosa and for

confirmation of Escherichia coli and coliform bacteria, respectively.
|

CONTENTS OF THE PACKAGES|
Each package contains 1 cartridge of 30 discs.
= 1
METHOD PRINCIPLE ‘
Oxidase-positive bacteria produces the enzyme cytochrome oxidase (indophenol oxidase) that catalyzes the transport of electrons |
from donor compounds (NADH)|to electron acceptors {usually oxygen).
Tetramethyl-p-phenylenediaming dihydrochloride contained in Oxidase Test Disc acts as an artificial electron donor and is oxidized!!
by oxidase-positive bacteria forming the coloured compound indophenol blue. ‘ :
COMPOSITION |
Each disc of Oxidase Test Disc is
TEST PROCEDURE ;
I. Aflow container to come to foom temperature before opening, for minimizing con fensation on the disc.
2. Pick up one or more than one well isolated colony and smear on the disc. Alternatively, deposit one disc into a suspension of
test organism. ‘
3. Observe for the development of a color within 60 seconds (NB. The usage of very dilute microbial suspensions may result in
longer reactions time). i
INTERPRETING RESULTS
The development of a blue-purple color indicates a positive reaction. No color change corresponds to a negative test, i.c. the
organism under investigation do‘,s not produce the enzyme cytochrome oxidase.
LIMITATIONS |
The most suitable cultures for the oxidase test are those from culture media without dyes, indicators or inhibitors. Bacterial colonies
taken from media with pH values below 5.5 (e.g. after the metabolism of carbohydrates with subsequent acidification of the culture
medium) can give a false negative oxidase reaction. Colonies taken from media containing nitrate may give unreliable results. Do
not use steel, nichrome or iron dontaining loops Lo pick the colony. A platinum or plastic loop, or wooden applicator stick is
recommended. !
STORAGE
Store at 2-8°C away from light. Do not use the product beyond its expiry date on the label or if product shows any evidence of
contamination or any sign of de*erioration.
SHELF LIFE
1 year. }

QUALITY CONTROL
Control strains are indicated in the QC table,

impregnated with a solution of N,N,N",N"-tetramethyl-p-phenylenediamine dihydrochloride.

QC Table.

WDCM 00013
|Pseu|:1fu.'nonds aeruginosa WDCM 00025 Positive, deep blue-purple coloration

Escherichia coli Negative, no color change

WARNING AND PRECAUTIONS

The product does not contain hazardous substances in concentrations exceeding the limits set by current legislation and therelore |i$
not classified as dangerous. It is|nevertheless recommended to consult the safety data sheet for its correct use. The product is bl
intended for in vitro diagnostic yse and must be used only by properly trained operators. 0

DISPOSAL OF WASTE
Disposal of waste must be cal'riﬁerl out according to national and local regulations in force.
BIBLIOGRAPHY

. 1SO 9308-1:2014. Water guality|— Enumeration of Fscherichia coli and coliform bacteria — Part 1: Membiane filtration method for waters with low
bacterial background flora,
. EN ISO 16266:2008. Water quality — Detection and Enumeration of Pseudomonas aeruginosa — Method by membrane filtration (ISO 16266:2006).
. Steel K. J. {1962) }. Appl. Bact. 25:445-447
|
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DESCRIPTION ;
GRAM COLOR KIT is a kit for staining micro-organisms that allows them to
be differentiated into two categories: Gram-bositives (Gram+), which are
coloured blug, and Gram-negatives (Gram-), which are coloured red.
CGoembined with direct observation of the cell morphology, this staining
conslitutes the first level in the taxonomic cli‘assification of prokaryotes.
I

CONTENT OF THE PACKAGES
The reagents ara contained in plastic bottlek, sealed by thermo-induction
and provided with a dropper lid. Each pack contains:

e 1 bottie containing 250 ml of Cryqtal Violet Solution

e 1 bottle containing 250 m! of Lugol-PVP Solution

. 1 bottle containing 250 ml of Decplourant Solution

e 1 bottle containing 250 ml of SafrEnine Solution

PRINCIPLE OF THE-METHOD |
Gram staining is based on the property of Grystal Violet of combining with
ladine to farm compounds that cannot be decoloured with alcohol or with an
alcohnl-acetone mixture. Some bacteria have a speclal affinity for this
reaction and, once stained with crystal violét, do not lose the colour if
treated with alcohal or alcohol-acetone mixjure, thus retaining the blue
colouring (Gram-positive bacteria). Others lose the blue colour and are
stalned by Safranine, taking a red colour (G'[ramvnegattve bacteria),

|

COLLECTION OF SAMPLES ‘

Samples to be subjected to Gram staining are usually clinical material and
microbial cultures. The colonies to be subjgcted to Gram staining must be
taken from young cultures (18-24 hours) preferably on an agar medium.
TEST PROCEDURE
Preparation and fixing
On clean slides, make a smear of the culture or pathological material. Leave
to dry in the air and fix by heat, passing rapidly over the flame. Do not
overheat the sample when fixing. Other fixiTg methods may be used.

Staining
1.

Cover the slide with the Crystal Violet Selution. Wait 1 minute,

then rinse gently with water. |

2. Cover the slide with the Lugol-PVP Solution, Wait 1 minute, then
rinse delicately with water.

3. Decolour with the Decolourant Splution for as long as the
preparation releases colour (about 30-60 seconds), then rinse
delicately with water.

4. Cover the slide with the Safranine Solution. Wait 30-60 seconds,

then rinse delicately with water. |

Dry. L

Examine the preparation under the microscope with the objective

for immersion. }

oo

INTERPRETATION OF THE RESULTS
The Gram-negative micro-organisms appegr as red in colour.
The Gram-posilive micro-organisms appezﬁ as blue in colour,
The Gram staining makes it possible to distinguish between:
s Gram-negative bacill from Gram-positive ones;
»  Gram-hegative coccl from Gram-positive ones;
s  Gram-negative coccobacilli from Gram-positive ones;
. Gram-hegative diplococci from GrFm-positive ones.

QUALITY CONTROL |

Each lot of GRAM COLOR KIT is subjected to quality contral using a
culture of Escherichia colf ATCC 25922 for the test for Gram-negative
bacteria (red colour) and a culture of Staphylococcus aureus ATCC 25923
far the test for Gram-positive bacteria (blug colour).

LIMITS
. Gram staining provides a prelimi}nary identification but does not

replace normal cultural studies qf the sample.

Antikiotic therapy may make Gram-positive bacteria more

sensitive to decolouration, so lh:'f:t they appear pinkish-red instead

of blue.

Cells taken from young, 18-24 hbur cultures have a greater

affinity for the stains than cells taken from older cultures.

Gram staining is altered by the physical destruction of the cell

wall or protoplasm. In fact the cell wall of Gram-positive bacleria

constitutes a barrier which impedes release of the Crystal Violet-

iodine complex from the cytoplasm, and the cell wall of Gram-

negative bacteria contains Iipids\ soluble in organic solvents that

Liofilchem®

\iia Scozia-Zona industriale 1 64026 Roseto degli Abruzzi Tel. +39.085.8930745 - Fax
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f GRAM COLOR KIT

permit decolouration of the cytoplasm. Hence, micro-organisms
physically destroyed by an excess of heat do not react as
expected to the Gram stain test.

PRECAUTIONS

The GRAM COLOR KIT package contains substances classified as
hazardous by current legislation. It recommended that the Safety Data
Sheets be consulted on their use. GRAM COLOR KIT is a kit for bacteria
staining, only for diagnostic use in vitro. It is intended for use in a
professional environment and must be used in a laboratory by adequately
trained personnel using approved asepsis and safely methods for doaling
with pathogenic agents.

CONSERVATION

Store GRAM COLOR KIT at 10-25°C in the original packaging. Keep away
fram sources of heat and avoid excessive changes of temperature. In such
conditions the product GRAM COLOR KIT will be valid until the expiry dale
shown on the label, Do not use beyond that date: Eliminale without using if
there are signs of deterioration (changes in tha colour of lhe solutions or
presence of substantial precipitates).

DISPOSAL OF USED MATERIAL

After use, the slides stained with the GRAM COLOR KIT and any material
that has come into contact with the sample must be decontaminated and
disposed of in accordance with the techniques used in the laboratory for
decontamination and disposal of potentially infected material. |

BIBILIOGRAPHY

. Kruczak-Filipov, P., and R.G. Shively.1832. Gram stain procedure,
p.1.5.1-1.5.18. In H.D. Isenberg (ed.) Clinical Microbiology Procedures
Handbook, vol. 1. American Society for Microbiology, Washington,
D.C.

e Murray, P.R. (ed.) 1999. Manual of Clinical Microbiology, 7th.ed.
American Society of Microbiology, Washington, D.C.
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DESCRIPTION A =g ik
Bacitracin Test are paper discs impregnatef with 0.04 units of Bacitracin
that are used to distinguish Group A Lancefield streptococci from other
beta haemolytic streptococci belonging to (different Groups.

CONTENT OF THE PACKAGES i _
Each package contains 2 cartridges with 50 discs each, packaged in a
heat-sealed container in the presence of a dryer and a sheet of
instructions.

PRINCIPLE OF THE METHOD i
Bacitracin is a polypeptide antibiotic that acts against Group A beta
haemolytic streptococei. Group C and G streptococei are less sensitive
and Group B streptococci are resistant. The disc is applied to the surface
of a culture medium that is suitable for growing streptococci and
inoculated with a broth culture containing pure colonies of the micro-
organism under examination. After incubatjon, all the plates are examined
for the presence or absence of an inhibition halo around the disc of
Bacitracin.

|

COMPOSITION | _ :
Each disc is impregnated with 0.04 |U of B?citracin.
|

TEST PROCEDIURE = _ s
1. Take the cartridges container from the refrigerator and leave it on the
test bench until it reaches ambient temperature (about 30 minutes).
This will prevent humidity being deposited on the discs when the
package is opened, which could jmpﬁrrdise their long-term stability.
2. Inoculate evenly the surface of a plate{of blood agar such as Tryptic
Soy Blood Agar, Columbia Bload Aga+ or another bload medium
with a cullure of the beta-haemolytic streptococci to be tested. The
Bacitracin Test can also be carried out by inoculating the clinical
material under examination, such as, for example, a swab of rhino-
pharyngeal exudate on a blood agar plate.
Deposit the disc of Bacitracin on the inoculated surface.
Incubate for 18-24 hours at 36 + 1 °C.
5. Check for presence or absence of an inhibition halo around the disc
of Bacitracin. [

B oW

INTERPRETATION OF THE RESULTS
Sowing previously isolated strain
The presence of a 10-18-mm inhibition halg around the bacitracin disc
indicates that the streptococcus is presumably Group A. Other beta
haemolytic streptococai that are not Group A grow right up to the edge of
the disc. The results of the Bacitracin Test are confirmed by serological
identification of the Group.
Sowing the clinical material
The presence of an inhibition halo around the Bacitracin disc, if
confirmed by data on the morphology of the colonies and by haemolysis,
indicates the presence of Group A streptacocci, which must be confirmed
by serological identification of the Group.

LIOFILCHEM®S.r.l.

Via Scozia, Zona Ind.le - 64026, Roselo degli Abruzzi (TE) - ITALY
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Bacitracin Test

QUALITY CONTROL ;

Each Bacitracin Test batch is tested for sensitivity to Bacitracin by using
Streptococcus pyogenes ATCC® 19615 culture for the positive control
and Streptococcus agalactiae ATCC® 13813 culture for the negative
control. The cultures are sown on Columbia Blood Agar with 5% ‘
defibrinated sheep's blood, |
PRECAUTIONS : .

Bacitracin Test cannot be classified as being hazardous according to
current legislation but fall within the specific field of application whers a
safety datasheet must be supplied because they can cause allergic
phenomena in sensitive subjects if they come into contact with the skin.
Bacitracin Test are disposable products. They are only for diagnostic in
vitro professional use. They must be used in the laboratory by properly
trained operators using approved aseptic and safety methads for
pathogenic agents.

I
s i

STORAGE el
Bacitracin Test must be stored at 2-8°C in their original packaging, Do
not store them rear sources of heat and do not expose them to excessive
temperature variations. In such conditions, Bacitracin Test can be used
until the expiry date shown on the label. Do not use after this date. |

Dispose of if they show traces of humidity.

DISPOSAL OF USED MATERIAL o e
After use, Bacitracin Test and the material that comes into contact with
the sample must be decontaminated and disposed of in accordance with
current laboratory techniques for the decontamination and disposal of

potentially infected material.
I

BIBLIOGRAPHY T ey S =T

* KL Ruoff, RA. Whiley and D.Beighton.1999. Streptococcus . In
P.R. Murray, E.J.Baron, M.A. Pfaller, F.C. Tenover, R.H.Yolkén
(ed) Manual of Clinical Microbiology 7th ed. American Sociéty for
Microbiology, Washington, D.C.

*  W.R Maxted. 1953 The use of bacitracin for identifyng Groyp A
haemolytic Streptococci.].Clin.Path.6 (3),224-226. ]
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EGG YOLK Emulsion

Supplement for lecithinase producers bacteria (Bacillus and Clostridium)

DESCRIPTION! | i dlesiiE s e, iR i s = RS 1=
EGG YOLK Emulsion is a supplement consisting of an emulsion of egg yolk for microbiological use, utilised in the culture media Bacillus cereus Aga
Base (Mossel) code 610114 or 620114, |Bacillus cereus Agar Base (Pemba) code 610136 or 620136 and Clostridium perfrigens Agar Base code
610207 or 620207, to determine the lecithinase activity of Bacillus and Clostridium species. It has been demonstrated that the addition of EGG YOLK
Emulsion to Palcam's medium for the isolﬁtion of Listeria improves recovery of stressed cells. EGG YOLK Emulsion can also be used as a supplement

In other base media to which the addition of egg yolk emulsion is envisaged.
KITCONTENTS =~ - i

Each kit contains: | ' ] . - _ i _

Code 80019 | | Code 80219

* 2 bottles each containing 50 ml of EGG YOLK Emulsion B 4 botlles each containing 50 ml of EGG YOLK Emulsion
(* 1lInstruction sheet * 1 Instruction sheet

PRINCIPLE OF THE MET‘-HOD i i : it AT e e
EGG YOLK Erulsion is a stabilised emu‘ls;ion of egg yolk for microbiological use, which is added directly to nutrient media for the identification of
Bacillus and Clostridium species on the basis of their lecithinase activity.

COMPOSITIOMN ] s Ll
G ! Isio, ;
_ Contents / bcittle 3
h Egg yolk7¥ [ i ‘
Sterile physiological solution ' 25.0 ml

PROCEDURE FORUSE | = & Al AR MR rasint SUL S o

1. Aseptically add the entire contents of|a botlle of EGG YOLK Emuision (50 ml) to 1 litre of medium Bacillus cereus Agar Base (Mossel) code
610114 or 620114, or Bacillus cereus Agar Base (Pemba) code 610136 or 620136, or to 500 ml of Clostridium perfrigens Agar Base code 610207
or 620207, autoclaved and cooled to {15~50 “C. When EGG YOLK Emulsion is included in the composition of other media, refer to the specific
instructions for the medium concerned for the quantity of EGG YOLK Emuision that should be added to it.

2. Mix with care. |

3. Distribute into Petri dishes. |

Refer to the technical documentation for B#c:illus cereus Agar Base (Mossel) code 610114 or 620114, or for Bacillus cereus Agar Base (Pemba) code
6101386 or 620136, or for Clostridium perfrigj‘ens Agar Base code 610207 or 620207, or for the specific medium being prepared.

CQUALITY CONTROL L |
1. Visual inspection: opaque, yellow quuid.‘

2, Microbiological control.
Prepare the plates using, as base, medium‘ Bacillus cereus Agar Base (Pemba) code 610136 or 620136 supplemented with EGG YOLK Emulsion (1

bottle in 1 litre of medium). The plates are seeded with the strains indicated in the microbiological control table.
Incubation conditions: 24 h at 30+/-1 °C, !
Microbiological control _ B

=

Control strains J Growth | Colonies
Blacillus cereus i ATCC 11788 Good Blue
Eacillus cereus | ATCC 14579 Good Blue
Escherichia coli | ATCC 25922 | Inhibited —
PRECAUTIONS e i iy B IR

The product EGG YOLK Emulsion is not classified as hazardous under current legislation . |
EGG YOLK Emuision is a supplement to be {used only for in vitro diagnostic use. It is intended for use in a professional environment and must be ysed
in the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic agents. w

|
STORAGE . | L _ ot . o= = R
Store EGG YOLK Emulsion at 2-8 °C in its Jlrlgfnal packaging. In such conditions EGG YOLK Emulsion will remain valid until the expiry date indicated
on the label. Do not use beyond that date. Ellminate without using if there are signs of deterioration. ‘

REFERENCES

o

i

* Mossel, D.AA., Koopman, M.J. and Jongerius, E. (1967) J. Appl. Microbiol, 15(3): 650-653,
* Shaidi, S.A. and Ferguson A.R. (1971) Appl. Microbiol. 21: 500-508.
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| EGG YOLK Emuision i | 80219 ‘ 4 bottles X 50 ml _:J
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1QNet, the association of the world’s first tlass
certiftcation bodles, is the largest provider of management

o i
System Certification In the woid, |
IQNet is compased of more than 30 bodias and ounes
over 150 subsidiaries all over the globe, |

CERTIFICATO n.
CERTIFICATE No.

SICERTIFICA CHE IL SISTEMA DI GESTIONE PER (LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dellIndustria,12 — 35020 Arzergrande (PD) - Italia
Unita Operative | Operative Units
MEUS 8.r.l. - Via Leonardo da Vinci, 24B - 26 — 28 — Zana Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS 8.r.l. - Via dellindustria, 2 - 16 ~ 35020 Arzergrande (PD) - Italia
ROLL 8.R.L. - Via Leonardo Da Vinei, [24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vincl, 22 — Zona Industriale Tognana ~ 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.1. 1 Via dell'lndustria, 12 — 35020 Arzergrande {PD) — ltalia
VACUTEST KIMA S.r.l. via L. Da vingi, 22 Zona Industriale Tognana — 35028 Fiove di Sacco (PD) - ftalia

E CONFORME ALLA NORMA / IS [N COMPLIANCE WITH THE STANDARD

UNIEN ISO 9001:2015

Sistema di Gestjone per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES

EA: 14 -29

Progettazione e produzione di provette con vuoto predeterminate ad uso prelieva eratico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi de! sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia, Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
-ommercializzazione i pradotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi, Stampaggio di materie termoplastiché ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematolagical samples, biological liquids
and urine samples. Production of test tubes|for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needlss and devices for coffection of
haematological samples. Trading of the p}tjfiucfs of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Infection moulding of thermoplastic materials for medical devices.

\
. i

4264/4

Riferirsi alla documentazione del Sistema di Geslione per Ja Qualita aziendale per 'applicabllila dej vequisii detia norma di riferimento,
Reler to the dacumentation of the Quaity Managemeni System for details of af plication lo relerence slandard requiteriient

II'presente certificalo & soggelto al rispetio-de! documento iCIM “Regotamenlo per la certificazione dei sistami di gesiione” e al relativo Schema spacifice.
The use and Ihe validiy of his certificate shafl satisfy the requi of the ICIMA d t *Rules for the certification of company managstment systems” and specific Scheme,

Per informazioni puntuali e aggiomale circ;{ evantuali variazioni intervenule nelio stats della cerlificazione di cui al presenle cerlificato,
si prega di contattare il n* telefonico +39 02 726341 o indwizzo s-mail info@icim it
For limely and apdated informalian alioul any changes in lhe cerlification status roferrad to in this certifcale,
pleasa contdcl the ntumber +39 02 725341 or enall address infol@icim. i,

Data emissiong Emissiane corrente Data di scadenza
Firstissue Currentissue Expiring date
18/01/2007 18/01/2019 17/01/2022
"
1y
ICIM S.p.A,
Plazza Dibn Envico Mapslil 75 — 20099 Sesio San Giovanni (M) FEDERAZIONE
wwwicim.il
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= Certificazione del sisteml di gestione azlendale.
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Slgnatory of EA, 1AF and [LAC Mutusl Recagnition Agreements system Certification Bodies, |
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CERTIFICATO n,
CERTIFICATE No.

S| CERTIFICA GHE IL. SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dellIndystria, 12 ~ 35020 Arzergrande (PD) - Italia
Unitd Operative / Operative Units
MEUS S.r.. - Via Leonardo da Vinci, 248 - 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dellindustria, 2- 16 ~ 35020 Arzergrande {PD) - ltalia
ROLL 8.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA $.R.L. - Vig Leonardo da Vinel, |22 - Zona Industriale Tognana ~ 35028 Piove di Sacco (PD) - lalia
VACUTEST KIMA S.r.l. 4 Via dell Industria, 12 — 35020 Arzergrande (PD) ~ Italia
VACUTEST KIMA 8.r.l. via L. Davingi, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia

E CONFORME ALLA NORMA / S IN COMPLIANGE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
|

EA: 14 - 29

4265/4

Progettazione e produzione di provette coh vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per micropreliavi di sangue. Progeltazione e produzione di Holders (camicie) per prelievo sottovuoto,
Progettazione e preduzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici, Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelieve ematico.
Commercializzazione di prodotti del Gruppo; kit diagnosticl, terreni di coltura per microbiologia, articoli in plastica per
laboratorio analisl, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Pradugction of lest tubes }’or micro-collection of haematological samples; Design and production of
Holdvrs for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture ntedia for microbiology. Design and prodction of stetile needles and devices for collection of
hasmatological samples. Trading of the products of the Group: diagniostic kits, cullure mecdiia far microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Rilerirsi alta documentazions del Sistema df Gestione per la Qualita aziendalo per I'applicabilita dei requisiti della norma di riferimento.
Refer lo the documentation of the Qualily Management System for details of application o ek standard requi fs
Per informazioni puntuali a aggiornate eirca|sventusli variazioni intervenule nelio siato della cerlificazione di cui al presente certificalo,
s prega di sonfatiare il n® telefonico +39 02 725341 o indirizzo e-mail info@icinn.it
For limely and updaled information about any changes in th ceriificalion stafus referred to in this cerificate,
plaase conlagt the number +39 02 725341 or email address info@icim.,

Data emissione Emi&siohe corrente Data di scadenza
First issue Currant jssue Expiring date
18/01/2007 18/01/2019 17/01/2022
r A
| y
)
| ?,:‘1 \ Jlf j?
ICIM S.p.A.
Piazza Ddn Enrico Mapedli, 75, 200%9 Sesto San Glovanni (M)
v il FEDERAZIQNE

=

.

2 WWW,Gis.com

=

9 SGQ N°DO4A CISQ é la Federazlone [tallana dl Organismi di
O Certificazlone def sistem| di gestione azlendale,
CS Membra diegli Aétordi di Mutuo Riconoscimento EA, IAF e ILAC CISQ /s the Italian Faederation nrmanagemzenr

Signatory of EA, 1AF and ILAC Mutual Recognlticn Agreemgnts system Certification Bodies.
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& TALCERT

CERTIFICATO N° 505DMO05

CERTIFICATE N° 505DM05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

- NUOVA APTACA S.rl.

| Via Monte Bianco, 4 - IT 20900 MONZA (MB)

nella Sede Operativa di -
Operative Unit

Regione Monforte, 30 - IT 14053 CANELLI (AT)
. . econforme alla norma
T : (s in compliance-with the standcird ...

UNI CEL EN 15O 13485-2016 (IS0 13485-2016)
| I . periseguenti Procﬂessi
\ - concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commiercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commerciaﬂizzazione di dispositivi medici e diagnostici in vitro.
Management of manufacturing ond placing on the market of sterile tampons for. sampling of biological specimens in

natural orifice and in surgical field. Design and manufacmﬂng of diagnostic medical devices for analysis laboratories,
~ 7o Marketing of medical and diagnostic devices in vitro,

- I presente Certificato ¢ spggetto-al rispetto delle condizioni stabifite dai Regolamenti per la certificazione in vigore applicablii,
3 Thais Certfieates shafl sotisfy the reqoirements established i) the Rules for the certification in-force spplicable, A
In caso di discordanza tra le lingue utilizzate nelia traduzione del cantenuto del presente certificato, fare riferimento alla lingua italiana
A L o cases of discrepiriey Between the lanauages used in the trapsiation ef thecgntent of tis ceftificate, p/ea.;e refer to the Ralienfanguoge.

L'AMMINISTRATORE DELEG
] MANAC?/[\!G}D/RECTO'R 1
(bt G
L

Dr. Ing. Roberto Cusolito RS

Data di Prima Emissione f“é,’r,é/di Prima Emissione ITALCERT

Data di Riinovo - Data di Delibera. . Data di Scadenza
First Issue Date

Voo ts First Isstie Date ITALCERT Renewal Date~_~ . Deliberation Date"."-. ; Expiration Date
20071030 7/ /4 2011-10-30 2017-10-30 "0 2019:01-04 NN 2020-10-29

ACCREDIA

]
ENTE ITALMANGO TH ACCREDHTAMENTO | b}

SGQ N° 0234

Membro degll Accordl di Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of €A, IAF and ILAC Mutual Recognition Agreements

| i H
01%6 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | wiww.italcert.t | italcertsrl@egalmail i

ITALCERT S.r., | Viale Sarca, 33




ITALCERT

CERTIFICATO N° 505SGQO03

CERTIFICATE N° 5055GQ03

Si certifica che il
| this is to certify that

Sistema di Gestione per la Qualita

Quality Management Sysfem

messo in atto da
implemented by

 NUOVA APTACA S.r.l.

' Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Qperative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in compliance with the standard

- UNI EN 1SO 9001-2015 (ISO 9001-2015)

‘ per i seguenti Processi
concerning the following kinds of Processes

Gestione dell% fabbricazione ed immissione in-commercio di tamponi sterili
per il prelievg di campioni biologici in orifizi naturali e in ambito chirurgice.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Comm%ruahzzauone di dispositivi medici e diagnostici in vitro.
Commercializzazione di articoli da laboratorio

Management of the manufactiring and placing on the market of sterile lampons for sampling of biological spec imens

in natural orifice and in surgical field. Désign and manufacturing ol F diag Jnosr/( medical devices for laboratorids
of analysis, Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles. ‘

Il presente Certificate & soggelto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in wqoro applicabili
Thiz Certilicate shall satizfe the reqirirements estabilished in the Rules for the coritficonon ko force appshicbl

In caso di discordanza iy le lingue utilizzate nella traduzione del contenuto del presente certificato, (are nfcnmento alla lingua italiana
In cases of discrepaficy betiween the linguege s used in the sranstition of the conient of this certificats, phse redizr o the kalian language

| L'AMMINISTRATORE DELEGATO
i MANAGING DIRECTOR
|

Llet 00y
i Dr. Ing. Roberto Cusalito
Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First lssue Date frst Issue Date ITALCERT Renetval Date Expingtion Date

J | o
1998-07-23 | 2011-10-30 2017-10-30 / #2020-10-29
t 4 - Sy
Settore |AF 14 - 29 | ACCREDIA ‘
|

BINTE ITALANG PEACCRIDITAMEN T

SG0 HT 023A PHD N® 1228 U |
SGA NP 0200 ISP W 0758 \ A
| FRS MM 097C
| Fembro degll Accordl di Mulue Riconuscimenta EA, JAF & LAC -

Signatary of EA, IAF and AT Mutual Recogaltion Agraginents e |

[TALCERT Sk, | Viale Sarca, 336 1— 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | |talcertsr|@|eg.1]mai]4t ;



Translation from German:

HE—
]

T
R,

TAA

The certification body confirms to

sifin diagnostics gmbh
Berliner Allee 317-321
13088 Berlin
Germany
for the development, manufacturing and sale of products for human and veterinary
medical in-vitro-diagnostics as wel| as for the microbiological examination of water and

food and other diagnostic applications the conformity of the introduced quality
management system with the standard

DIN EN ISO 9001:2015

Start of validity: 07.07.2017
End of validity: ' 06.07.2020
Report and certificate number: ICO0016 038 17
The certificate consists of 1 page

This certificate includes an annual examination of the QMS by IFTA AG, according to the specified standard.

Berlin, 06.07.2017

=
A (( DAKKS
/ Ada F 2 S AT Deutsche
fAl Y N e L,(' — Akkreditierungsstelle
4 2 D-ZM-16072-0100% |
Prof. Dr. Jérn Karge /" / e 160\”’.7’? e

CEO

IFTA AG | Ntukirch;straﬂe 26 | 13089 Berlin | fon 0049.30.47 88 03 0] fax 0049.30.47 88 03 20 | web www.ifta-ag.de
| Rev.: 1



sifin diagnhostics gmbh
Berliner Allee 317-321

‘ development, manufacturing and distribution of

Certificate

certifies that

sifin

13088 Berlin
Germany

for the scope

|
|
|
|
mdc medical device certification GmbH
|
|
|
|
|

in vitro diagnostic medical devices for the product groups:
blood grou&ing, bacteriological test reagents and culture media as well as

(i".zuality Management System

anufacturing of raw materials for manufacturing of

in vitro diagnostic medical devices

has introduced and applies a

The/mdc audit has proven that this quality management system

meets all requirements of the following standard

medical davice cedification

mdc medical device certiﬂcatiml'l GmbH
Kriegerstralke 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
internet: http://www.mdc-c{a.de
|

EN ISO 13485

Medical devices — Quality management systems —

Requirements for regulatory purposes

EN 1SO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2018-10-23
Valid until 2021-10-22
Registration no. D1058700042
Report no. P18-00745-121758
Stuttgart 2018-07-16

ey ¥
{( | / _ [/ {/ C/_w " o

Head of Certification Body

(

| Sditsche g
I = ARkreditizrings: ellz
il <5 ;M-}Gno;-_-ﬁ's_\m
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Oy LORNE

&~ LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

|
| Product name Catalogue number

Strep Test kit 860050

has been classified as non List A, non List B (Directive 98/79/EC, Annex 1)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards: |

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 12;612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 182

The conformity e';ssessment procedure performed was in accordance with
Annex [l of Directive 98/79/EC.

This declaration |of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd| and is valid from 24 March 20186.

Eddy Velthuis
Te¢hnica| Direct

r

—

&)

TERER.

o
(UL} v

Lorme Laboratories Limited | Tel: +44 (0) 118 921 226%1
Unit 1 Cutbush Park [ndustrial Estate | Fax:+44 (0} 118 986 4518
Danehill, Lower Earley | Emait: info@lornelabs.com
Berkshire RG6 4UT United Kingdom | wwuw.lornelabs.com |

M
Fila Mo K1224%;

150 134852003, 150 90012000

Registared office as above. Rugistered in Englard No. 04346797, VAT Ne. 4004 4551 &6
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