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Dehydrated culture medium
Rev. 0 - 34 Ed. 2004
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ENDO AGAR
Medium for coliforms confirmatory test.

TYPICAL FORMULA  (g/l)

Peptone 10.0
Lactose 10.0
Dipotassium Phosphate 3.5
Agar 15.0
Sodium Sulphite 2.5
Basic Fuchsin 0.5
FinalpH=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 immediatery.
DESCRIPTION «

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

TECHNIQUE i

For the confirmation of presumptive 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 coloniss
which color the surrounding medium and possess a golden metallic sheen. Non-lactose fermenters form colorless translucent
colonies, against the pink to colorless medium.

QUALITY CONTROL i

Dehydrated medium

Appearance: free-flowing, homogeneous.

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 coli 25822 good red colonies w / green metallic sheen
Salmonella typhimurium 14028  good colerless to pink colonies

PERFORMANCE AND LIMITATIONS

If the medium is to be used the same day it is rehydrated, it does not need te be autoclaved. Boil to dissolve corpletely befcre
dispensing into plates.

STORAGE

The powder is very hygroscopic: store the powder at 10-30 °C, in a dry environment, in its original contaner tightly closed arc
use it before the expiry date on the label or until signs of deterioration or contamination are evident. The medium snou'd be
used the day it is prepared: if it is necessary store in the dark at 2-3 °C for nc more than 3 days.

REFERENCES

1. Endo, S. (1904). Uber ein Verfahrenzum Nachweis der Typhusbacillen. Centr. Bakt.. Abt 1, Orig. 35:109-110.

2. American Public .Health Association.(1975). Standard methods ‘or the examination of water and wastewater, 14th ¢d.
PRESENTATION

Product REF "/
ENDO AGAR (12.0 1) 610020 500 g
ENDO AGAR (2.4 1) 620020 100 g
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FORMULA TIPICA {a/)
Peptone 10.0
Lattosio 10.0
Fostato dipotassico 20
Eosina Y 0.4
Blu dr Metlene 0.065
Agar 150

pHtinale 7.2 1 0.2 a 25°C

DESCRIZIONE

E.M.B. LEVINE AGAR & un terreno selettivo per
degli Stat Uniti (USP). E.M.B. LEVINE AGAR ¢ utilizzato pes Fan
pnincipalmente ver Mindividuazione e la con‘erma dei coliformt

PRINCIPIO
I peptone e la fonte di azoto, i lattus:o & il carboiarato fermentabile ed il fosfate dipotassico & il tampone. Eosina Y e blu di metilene
sono gliindicator. Questi coloranti permettano anche di differenziare | microrganismi che fermentano da i non fermentanti sulla
base del loro assorbimenta a biu at melilene agisce anche come agente selellivo in grado o nibire
parziatmente i hatten Gram-positiv:

cclonie balter

nterno ¢

PREPARAZIONE
Sospendere 37.5 g di polvere in 1
Raffreddare a 45-50°C Meoscolare

od

o

acqua distiflata, Scaidare fino a completo scioghmento. Autoclavare a 121°C per 15 minti
Ttz Ois €0 piastre petn

TECNICA

zzare le procedure appropriate per otenern calonie iso!
selettivo per aumentare la pro a di recupero quando fa popalazione di batter qram-negatyi & bassa e per a

ne degli alte argansimi preseny ne rampione. Incubare le piastre, al fipato daila luce, a 3542 per 18-24 ore. Se dopo 24 ore
non si veritica nessuna crescita. reincubare per altre 24 ore.

t campion esame. Si dovrente semmnare anche un terreno non

indicas

INTERPRETAZIONE DE! RISULTAT!

ISI0. Cme | ¢

mustrano colonie blu-nere, mentre ie colonie des fattosio-non fermenzanti
tome Salmoneila spp e Shigeita spp. appaons inc or, trasparent o color ambra. Alguni batten Gram-positve, come gl streptococchs
fecali, staflococcht e lievit, crescono su questo terreno formando di solito colonie puntiformy. Diversi batteri gram-negativi non patogeni
e che non fermentano i fattosio sono in grado di crescere su questo terreno ma PUSSONG essere distinti dai ceppr patogeni tramite
analis biochimiche,

CONSERVAZIONE
La polvere & moito Igroscopica, conservare a 10-30°C in ambiente asciytto nel suo contenitore originale chiuso ermeticame \

Utlizzare prima della data o scadenza anpe E chetta o finché son sonc ev dent seyndi aeterioraments o contaminazmione.
Conservare le piaslre pronte a 2-8°C al nparo dalla luce.

a
.

AVVERTENZE E PRECAUZIONI

Il procotto non cantiene sostanze NOCIVE In concentrazioni superiori ai limiti stabilit; dalla legislazione corrente e percio non é classificato
come pericoloso. Comunque Per un uso corretto del prodotto s/ raccomanda di consultare la scheda di sicurezza. i prodotto &
progettato esclusivamente per uso diagnostico in vitro e deve essere utilizzato da narte di persorale qualificatn,

SMALTIMENTO DEIRIFIUTI
Smattimento cur rifiuti deve essere

iLAto secondo le normative nazional e incai viganti

BIBLIOGRAFIA

1. Holf-Harrs and Tongue {1918

2. Lewne (1418 J. Infect. Dis. 23:43

3 Marshall ed. (1993) Standard me
Washington, D.C.

. 18596

s for the examination of darry products, ‘6" ed. Amencan Prblic Health Associu®

4 Downes and lto ed {2007) Compuritur of methods for & micraviological oxa fads 47 ed, Amarncan ¢ Heat
Assoc atin, Washir fon. D.C
B Ve § ot ton ins (2001) 1 Natonal formulary 20 — 2007, The
States Pharmacapy o Recky M
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DENOMINAZIONE
EMEB. LTVINT AGAR
PRESENTAZIONE
Terreno ¢ N polvere
CONSERVAZIONE
0-30°C
CONFEZIONAMENTO
Ref Contenuto  Confezionamento
500 g di poivere in contenitore i plastica

100 g d i potvere in contenitore di plastica
g P

pH DEL TERREND
72102

IMPIEGO
EMEB. LEVINE /

degh

Hamenic di enterobatier gram-negat

i corforme con le spe

Stal Uat

TECNICA
Far riferimento alla scheda tecnica dol prodotto

ASPETTODEL T
Terreno disteatato

Aspetior omogeneo
C <

70550 C

Terteno in piasira
Aspetto: opaco
Coiore: rossa scuro blu-parpora

VALIDITA DALLA DATA DI PRODUZIONE
4arn

CONTROLLO Di QUALITA
1 Controllo raratteristiche generali. efichettatura ¢ stampa

2. Contralle microbiologico
Inocuio per produtiivita: 10-100 UFCiml
Inoculo per selettivity: 104-105 UFG/m|
nocu At €104 UE Crmi
Cond.zi0r di incubazione: 18-24 ore a 36 + 1°C

Microrganismo ATCC Crescita Caratteristiche
Lscherichia coli 25922 Buona Colonie vergi con riflessi metaflici
e 13883 Buona lonie rosy
26933 Buona Colonie Incoion
wsa 27853 8 Crione
rm 1402 Coonie Inenan
Streprocactus tiecalis 18433 -

TABELLA DEI SIMBOLI

ST U™

Tenere

¢

el IO LSRR st iesd




Brilliant Green A

Daratyshi ;

s Typhiand s

int Green Agar is recommendoed by APHA, FDA and t

TYPICAL FORMULA @/
A 5.0
Casein P 5.0
5.0

Fxtract 1.0

1ctose

METHOD PRINCIPLE

Po ice an

v
Voast ox

3 ¥ i
arbohydrates. Tysine 15 the decarbosyvlase subs

{

Lactose and sucrose are

s Gram-

freque
121°C for 15 minutes.

Melt the content of the e in a water bath at 100°C ¢
removedy until completely dissolved. Then se
homogen dissolved medium, i

the cap part
cw the cap and check the

it is the case tur

TEST PROCEDURE
inoculate the plates by directly stieaking the sample over the agar surtace. Incubate aerobically at 35 + 2°C 1o
18-24 hours.

INTERPRETING RESULTS

Alter incub,

A observe t

1D Table.

pred S0 Tyy

APPEARANCE
Dehydrated medium: free-flowing, homogeneous, pink.
Prepared medium: slightly opatescent. orange-brown.

STORAGE

bevond its expary «

de

whicated in the (€

Caod White tared colonies with red zome

Good White to red colonies with red zone
\

o

[IERRNE]

dedto ¢

heless recot

ostic use and must be used

DISPOSAL OF WASTE
Disposal of we

must be ca out accord wal and locai regulations in force.

BIBLIOGRAPHY
1 Kristensen M\ Les

tevpsinized case

gens (19251 On
i

Contents Ref.
YU mm ready-to-use piates 20 plates HVIARS
ready 1o use 104 plates EESRAN
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TECHNICAL SHEET
1S 610042
Rev.3119.09.2013
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TYPICAL FORMULA (o)
Peptone 55
Meal £ xtiact 50
Lactose 10.0
Sodium Tinsulfate 8.8
Yeast Fxtract 5.0
Sodium Citrate 1.0
Bile Salts N.3 1.5
Ferric Ammonwum Citrate 15
Brilliant Green 0.33mg
Neutral Red 0.025
Agar 140

FinalpH7.0x0.2

DESCRIPTION
S.5. AGAR (MODIFIED) is a t ghly selective medium for th
specimenrs and feod

solatton of Salmonedia s

PR,

PRINCIPLE

Gram-positive microorganisms and coliforms are inhibited by selective components. brillant green hi
citrate. The differentiations of micreorgan.sms is obtained through the introducton of lactose in the medivm. Lactase ‘or
cause acidification, thus formation of red colonies for the presence of neutral red. Not-fermented microorganisms form inste
colourless colonies. Sodium tiosulta‘e in combination with iron acts as indicatar for sulphur production caus
colony center.

3

ng the blackening of the

PREPARATION

Suspend 52.0 g of the powder in 1 litre of
compietely. DO NOT AUTOCLAVE. Co
hds of the plates part-aily removed

or deionized water. Mix well. Heat to boi shacking frequently unt:t ed
“C. In aseptic conditons dispense n Petri dishes and let sol :fy the med.um with the

TECHNIQUE

Inoculate the plate streaking the sample onto the agar surtace fo isolate dure Loiunies from samples containing a mixed flora. Incubate
at 36+/-1"C for 18-24 hours.

INTERPRETATION OF RESULTS

Salmonelia spp. and other laclose not-fermented microorgansms can produce opaque. translucent or transparent cofan with or
without black center. Snigelia colonies are colourless. The few lactose fermented microorganisms, that are able 1o growth on the
medium, show reddish mucoid coionies.

STORAGE

10-30°C away from light. until the expiry date on the label. Elmiate f siges of detenaration 61 confarmination are evidie

WARNING AND PRECAUTIONS
The procuct does not cor
e as dangerous. e

in vitro ciagnostic use aniy and

vhazaresis sabstances in con

ahoiows

rations exa

2ating the limits set by carrent feas
e safety data sneet for
i aperators

i VR R

use. The o

sthe usea by properly

DISPOSAL OF WASTE
Disposal of waste must be carried out according to the national and local requlations in force

REFERENCES
1 Gray L D {1885} Ecrnprichin Salmrina

society of mcraeo
2 Leifson E. (1935;
3 Rase HAD ang ata

LIOFILCHEM®S.r.1. C€ WD
e - 54005, Roseto deg

a3y USR0S0 Welisite v
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PRODUCT SPECIFICATIONS

NAME
5.5 AGAR (MOUDIF ILLY)

PRESENTATION
Debydrated me

m

STGRAGE

10-30°C

PACKAGING . e o

[Ret """ 1 Packaging . 1
510042 500 g of powder in plastic hotllc
620042 | 100 g 1100 g of powder in plastic bottle

810042t 5ka | 5kgof powder in plastic container

pH CF THE MCDIUM
70+ 02

USE
S.5. AGAR (MODIFIED) 15 a highly sclective medium for the isolation of Saimonella spp. and some species of Shigeifa from clirical
specimens and foods

TECHNIQUE
Refer to technical sheet af the product

APPEARANCE OF THE MEDIUM
Dehydrated medium

Appearance: iree-flowing. homogeneous
Co hght pink
Prepared medium
Appearance: opalesc
Colour. purple

SHELFLIFE
4 years

QUALITY CONTROL
1. Control ot general characteristics. fabel and print

2. Microbiologicat control
Inoculum tar productivity: 10-100 UFCimi
fnoculum far selel ivity 10°-10° UFCiml
Inoculum far specificity: <10 UFC/mI
Incubation Conditons. 1824 h at 35+ 2°C

Microorganism Features

Stugetia Hoxner ATCCH 12022 arless colonies

Salmoncila typhumuriun: ATGCH 14028 Guod Calouress colonies wit or withom biark center
Enterococcus faecalis ATCC® 29212 Inbitited -

Staphylococcus iureas ATCTH 25423 Intubied -

Eschericiiia colr ATUCs 25922 Partally Inhibite Pink or red coionies

TABLE OF SYMBOLS

A i} X i in vitro Diagnoshic o
wr\O,i Batch code VD Medical Divice ‘ Manufuctarer

mmw Catalonue ./m\w Contamns sufficient for consu’t
i nurbie N <n>aals
.
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TZOHNICAL SHILT
TS 610085
Rev.1/04.06.2013
Page 1 of 2

TYPICAL FORMULA {a/h
Tryptose 200
Lactose 5.0
Sodium O 50
Sodium Lauryl Sulphate G
Dipotassium Phosphate ?2.75
Monopatassium Phosphate 275

FinalpH 68+ 02at25°C

DESCRIPTION
LAURYL TRYPTOSE BROTH provides a select:ve medium which is used for
wastewater, according to the formula of the American Pubtic Health Ass:

detecton of coliform organisms in water and

PRINCIPLE
Tryplose provides the nitragen and vitanins required for organism growsh. Lactose is the fermentable carbohydrate. Sodium chioride
c b tthe med Sodiun lauryl sulphate is the selective age -bit organ.sir er than

ade i
coliforms. Potassium phosphates are the buffering agents.

used to

PREPARATION
Suspend 35.6 g of powder in 1
d

er of distilled or deionized water. Heat ut
ave a1 121°C for 156 minwes

completely dissolved. Dispense i | containers

| ul 1w sample {or of its sel old dilur 0 d tube of LAURYL TRYPTOSE BROTH Inver conce the tune fe
the coming aut of air from the Durham tube fnrubate for 24-48 hours at 36+7°C

INTERPRETATION OF RESULTS
hus anid {o
the tubes for confirmation.

tol gos is a positive presu

idule lest dire,

STORAGE

@ the 1 a1 10-30°C, in a dry

or unt wirgs of detenoration or contam na

WARNING AND PRECAUTIONS

The proguct does not contain hazardous subsiances in concentrations exceeding the limits set by current leg-slaton and therefore s not
classified as dangerous. it 1s neverthe smmended to consult safety data sheet for its correct use. The product must be used
only by properly trained operators

DISPOSAL OF WASTE

Disposal 0f waste must be carmed out acc nal and local regulations .o force.

REFERENCES

1 Crris Gl PM. Davdson, J 5. N ? e

2 Eator . A.D. L.S. Clesceri, and A.E. Greenberg {(ed.} Standard methods for the examunation of water and wastewater, 19th ed.
3 ASS0 1 of Official Analytical Chemist (1995) 2

4 Amencan Public Health Association (1580} Standara methods for the exammation of water and wastewaler. 15° ed. APRA

5
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TS 610085
Rev.1/64.06.2013
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PRODUCT SPECIFICATIONS

NAME
L AURY

TRYPTOSE BROTH (1 AUR | PHATE BROTH)

PRESENTATION
Dehydrated medium

610085 500g 500 g of powder in piastc botlle

620085 100 g of powder in plastic bottle

£100855

pH OF THE MEDIUM
ER=0

USE
LAURYL TRYPTOSE BROTH prov e
wastewater, according to the formula of the American Putlic Health Association.

TECHNIQUE
Refer to technical sheet of the product

APPEARANCE OF THE MEDIUM
Denydrated medid
Ar

Prepared medium

€

SHELFLIFE
4 years

QUALITY CONTROL
i Control of genera

aractedistics, label and print
? Microbiological control
inaculum for productivity 10-100 CFUMI
y 10%-10" UF Ciml
ficity € 1 UFChnt

Microorganism Growth Gas
Eschen coli Good +
Salmunedla thohimuri ! 14028 Good -
Srptorns e PEOPY Inkihited
Kiepsiella nneurn 13883 Good +

TABLE OF SYMBOLS
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Sabouraud Dextrose Agar ENGLUSH

P
R

o ce] i

C
Sabouraud Dextrose Agar (SDAY s a non selective isalation medium used for the growth and mamtenance
non- t,:?:r::: fungi from chimcal and nonchmcal specimens., s

Ao o
[ He RN RGN R

of pathogenic and
a used tor recovery and tatal counting ot yeasts and

This mediu 11 spical exam
tah

doseribed ast

it~ formuata con sed moethod in the United States

JPHor the microbic

w b

THNACDP

Furopean Pharmacopoeia ,: Pand ?t.:: se Pharmace
The mediun is also av,
isolators an

examination of non sten

Sl nse i reshil

sied plates, pa

clean roomsy

TYPICAL FORMULA g/

50
Peptic Digest of Animal Tissue 5.0
Dexinmie 0.0
Agar 15.0

Frat pH S 6 o+ 32 at 25+

METHOD PRINCIPLE

nereatic dig

casein and peptic dig
for g nisms r:::r Dextrose is an en
acidic pHEot the mediam permit seled

ot antmal tissue provide aming acids
N SOLC e, A he o ag
av source. Agar s the solidhiving ag
at

e

= The high cone

The medium can be supplemented with ¢iioramphienicol ta increase bacteriai inhibition and recovers of dermatuphytes

PREPARATION

wer of distitied or deionized water

Meit the content at 1 awater bath at 1007
st :..,., the cap and check the hamogene
supside down. Cool at 45 500 C, minw
:,7:::,: it Petei dishes

v removed ur

ssolved v

avoiding foam

fiam,

TEST PROCEDURE

For use in medical microbiology

Streak the specimen as soon as possible after it is received in the laboratory to obtain isnlated colonies.
Prepared tubed stants primarihy are intended tor use with pure cultures for mainienance or other purposes

Incubation conditions may vary according o the tvpe of specimen and the microorg

risms be

g tested for

For use in food, animal feed and water testing
Reter to ENCISOY VT 33 10r specitie instructions

For use in industrial microbiology

sod the Pharmaco

1 exposed to the air fora e
platec il ;:r 59_ ar medions oy compoencate b watnr loes during extonded e b yion periore Plates

olaced according to the 17171 seheme tdor Th about 1 ahove the floor ar least 1 m tfram the walle ar anc obctaclo

e cesonnel P Y

fake a swab sample for irregular surtaces or use the Simpling template 1010 rer Y6760y 10 samole g welt defined arex of
the test surtace. Inoculate a 0y mm p reaking the swab over the agar surtace. Furthermore, the medium i< suitable
t0or o detect nycaobialb contamination of gloves or hands c.g.ina 3.4

30-35-C or 24-48 hours,

tsonnel by grene monitorin

cer print

Incubate the plates ar 20-25°C

INTFRPRETING RESULTS

1y be o

Wi per e

APPEARANCE
Debydr

STORAGE
The

aonvdder isven b pose

wdecat 1030°Co i adiy envi
«

G0 awav rom

widence af o

{ dleter

QUALITY CONTROL

The medium is inocuiated with micob
e SOT00 CPLY
Incubation conditions: 325+ 205 Clor P48 hic
under acrobic at

QC Tahle,

atrains inckicated in the QC able

unt tor produg iy

sted o,

Droamsiand at 225 4 25 Clorup o 5 dns

T T

WHEM 00054 Gaaod

ol
oo

WDOM 00008 Good :

fus Drasificnsis

Saccharomyces cerevisg

WARNING AND PRECAUTIONS

The product

DISPOSAL OF WASTE
Disposal of waste must be cartied out accordimg o nattonal and Tocal regn

HONN N Torce

w_m~_00x>11<

NS TTI3 M
SO T

pertasmanc e testing of celiuee tedia,

2. Luropean Pharmacopocia 6.5 (2009) 26,135 Microbio
microorganisms

3. United States Pharmacopocia 32 NE 27120091 <62~ Microbiological examination of non-stesile products: Toest for
spectfied mic roorganisms

XAminat

TR

we products: Test o speeined

A Lapanese Pharmacopoeia 105 20081 Microbiologicad examination of non-steriie products: Test for specified
MICFODILARISMS
5. Sabovaud, R

SriAnn Der

ol Syphilol 31061

PRESENTATION

Saberavd Des

Category Packaging

e

Sabouraucd Dextiose TUU plates

wd gamima-is :;_: i

e A

Sabasraud Dextrose Aga

Sebuuraud Dextrose A

Sabouraud Destrose Apar Tubes Botties 1O w9 mbslant tubes 30093

abouraud Dextrose Agar 55 mm contact plates 20 :_;; N

Near

-

Sabouraud Dextrose Apar

Ao

sabouraud Dextrose Agat [

U mi bottles

Saboataud Destiase Agar

SUG o puwder Toi0ios

Sabuoaraud Dextiose Ay

1002 of powd

Saboutad Dextrose Ay 5 ko powder

FoNL O M
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DESCRIPTION

Sabouraud Deatrase Broth (SDB ative procedures for

This
HUAY
n sterile products,

dium contorms 1o the requirements of the harmonized method in the United Statee Pl arm
buropean Pharmacop panese Pharmacopoeia gP) for the microt

TYPICAL FORMULA @b
Pancreatic Digest of Casei 5.0

piic Uigest of Animal Tissue 5.0
Dextrose 20.0

tinal pH 5.6 0.2 at 25°C

METHOD PRINCIPLE

Pancreatic digest of casein and p
and minerals for organisms growth, (
acidic pH of the medium permit selec

The medium can be supplemented with
dermataphytog

PREPARATION

distille

v dissolved. Dispense
2170 tor 15 min

TEST PROCEDURE

For use in medical microbiology
Inoculate the specimen directly inta the bre cuhate aerobica
may vary according to the type of specimen and the microorg

smis being tosted

For use in industrial microbiology
To prepare the fung,

test sTrains grow €

ibicans ar A brasilionsis at 20-289C £y 18-72 hours or 3 7 daye

P00 SDB andd
1003

3

INTERPRETING RESULTS

Turbidity indicates microbial

APPEARANCE
Dehvdrate
P

nedium: free-flowing,

LENEOUS

repared medium: clear, fight amber, muay

ave a slight precipitate

STORAGE

The nowd

at 10-307°C,
Caway from |
Ce ol

vitcoriginal container

cyvond

mIm::

i v (AR

Medium in bottles/tubes: 2 vears

QUALITY CONTROL

e ATCCR 1
Aspr i~ Drasilicnsis ATCCE 16404 CGood

Saccharomy es corevisiae ATCCE

WARNING AND PRECAUTIONS

mits set by current
Tt consult the safety
ana must

rous. It s nevertheless recommen

wed tarin vitro diag

SHC Lse vsed only

Disposal ot waste muast be carried out according to national and tocal repulations in force
BIBLIOGRAPHY
T Turope 20092613 Microbiolugical exan ot non=sterile products: Test for
kS armacopoeia 32 Nt - Microbiol Naminy
Test tar specified microorginisms
3.
;
4
PRESENTATION Contents Ref.
Sabour Dextrase Bre 10 ml

Sabouraud Dextrose Brof 6 x 100 ml bottles

252 100 mlt

Sahauraud Dextrose Broth

Sabouraud Dextrose Broth
Sat

¥ mi batthes

18]

Sabouraud Dexiros

Dehvdrated mediam

LIOFILCHEM® s.r.d.




TECHNICAL SHEET
TS 610236
Rev. 0 of 17.12.2007
Page 1nf2

MOTILITY INDOLE UREA AGAR (M.ILU))

Mediumn used for differentiating Enterobactenaceae based on motilty. indole producticn and urease actvity

TYPICAL FORMULA (g/L)

Tryptone 30.0 )
Sodium Chiurige 5.0
Potasswm Dibycrogen Phosphate } 5.0
Phenol Red 0.C04
Agar 3¢

Final pH £.9+ 0.2

DESCRIPTION
MOTILITY INDOLE UREA AGAR (M.LU.)1s a sermisolid medium designed for detection in Enterobacteriaceae of urease activity, motlity, and indole

praduction. It was also used in comomnation with Khigler Iron Agar {(Code 30087 for the recogrition and diterentiation of Salmonelia ana Shigelfa species
from cotonies picked from plati scal cultuies (1)

1edia

PRINCIPLE

Tryotone 1s a pancreatic digest of casein. Casein is the protein of mik and is a rich source of amine acd mitrogen This hydrlysate has high
tryptophan content and is therefore used in media for testing the indole reaction. Sodiurn chioride maintains the asmatic balance. Potassium dihyarogen
phosphate buffer the medium. Phencl Red is a pH indicator. The small amount of agar makes the med-um semisolid. Bacterial motility can be obsenved
directly from examination of the tubes following incubation. Growth spreads out of the fine of inoculation i the organism is motile. Higkly motile
organisms provide growth throughout the tube. Growth of non motile organisms only occurs along the stab line. Urease activity was observed by a
change of color to red. When organisms utilize urea. ammeon:a is formed during incubaton which makes the reaction of these med:a alkaline, producing
ared-pink color. Consequently. urease production may be detected by the change in the phenol red indicator. Organisms that pussess the enzyme
"tryptophanase” degrade the amino acud tryptophan to indolepyruvic acid, from which indole can be formed through deamination.

PREPARA

uspend 43
sephically add 5

ely dissolved. Autoclave at 121 °C for 15 minutes, Cool ta 50 *C

Si
A

TECHNIQUE
inoculate tubes with a pure culture by stabbing the center of the column of medium to greater than half the depth

incubate tubes for 18-48 hours &t 35+ 2°C

acrobie almosphere

INTERPRETATION OF RESULTS
1. ly was cbserved by growth extending from the
e of inacuiation

ae of mocslum or diffus e

to the surface of the medium. A negative reaction is indicated by the development of a yellow colur.
The red color of phenol red in alkaline pH did not interfere because of the acidity of kovac’s reagent. The efiicacy of MO TILITY INDOLE UREA AGAR
(M.1.U.} and Kiigler iron Agar (Code 30087) for presumptive recognition of Salmoneiia and Shigella is shows in the work of Rosa Fraile et al (1)

STORAGE

The powder 15 very hygroscopc: store the powsder at 10-20 "C. in a dry enviranment. in 15 original container tghtly clostd until the expiry
dale indiwated un the label or untl signs of deterioration or contannation are evident

Store preparsd rmeda at 2-8 °C

WARNING and PRECAUTIONS
The product is not classified as hazardous by current legisiation and does not contain harmfuf substances in concentrations of > 1%.
The procuct s vesgned for In vitro diagnostic use and must be used only by properly tramed operators.

DISPOSAL of WASTE
posal ©F wasle must pe car e out aceording to rationar anc local regulations 1
REFERENCES

1

Rosa Frale, Vega and Guterrez. {1980). Evaluation of Urea-Motlity-Indole Medium for Recognition and Differentation of Saimonefla and
Stugella Speoes in Stool Cultures

2 Eder and Clark. (1370). Appl. Micropiol, 2:849.

3 Cpernoter and Hakowsk: 319701 Am. J. C Pamnol. 54:720

4 VanFaading (2600, Socrermical tents foridenbficaton of med cal bacter & 37 et Lippnco Bait mose. Ma
5 ou rical Mic-obisagy. Sept. (1930). 0. 310-313
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PRODUCT SPECIFICATIONS

NAME

MOTILIT Y INDOLE UREA AGAK (ML)

PRESENTATION

Derydrated cubture medium

STORAGE

10-30°C

PACKAGING

Coue Content Packagng R
610236 1500 g 500 gr of pawder in plasic botle

610236 1100 gr 100 gr of pawder in plastic bottle _
pH OF THE MEDIUM

£4+02

USE

MOTILITY INDOLE UREA AGAR (MLU.) :s a semisohd medium designed for detecton i Ermerobactenaceae ¢f urease ac

moulty, ard indole

TECHNIQUE

Refer to technical sheet of the product

APPEARANCE OF THE MEDIUM
[Dehydrated medium

Appearance: free-flowing. nomogenenus
Colour: light beige
Preparea medium
Appearance: clear se;
Cotour fight amber

SHELFLIFE

QUALITY CONTROL

1 Control ot general ¢

bel and orint

P
2 Sterilty contral
7 days at 25 &£ 1°CLin acrobiosis
7 days at3b + 17C, m aernbosis
3 Microbiological controi
Inoculum for productivity: 10-100 UFCiml
Incculum for specificity = 10* UFC/m!
Incubation conditons: 18-48 haurs at 35 = 2°C, aerobwcally
[ 77 "Microorganisms | Mo Indole production P Urease reaction |
ricrooryg I ; on
Escherichia col ATCC 288722 ] + + | - !
[Shigelia fioxner ATCC w1ad) C T ‘
onetia ypnt AICC 14028 . i : ‘
Frotors s ATCC 25433 - - ' -
L abirter derogencs ATCC 1304 * 1

4>,m_.m OF SYMBOLS
[

|:LOT]| &uion coue

o Diagnostic
Madiral Devica

s suFicent fur <o s _<O

i
Temperature lmitaton _ ‘ Manutacturer

Castion. consult
rizompanying documests

Catalogue auniver ? AN e awdy from heat

B @ o .

R Use by

_ﬁu

C€lvo
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Supplement for the detection of urease activity of|bacteria

c v &y

g:m UREA 40% Supplement
& [

DESCRIPTION
UREA 40% Supplement is a supplement per la detection of urease activity of bacteria and it|is made of a 40% urce aqueous soiutio for
microbiological use. UREA 40% Supplement is used for the enrichment of medium Jrea Agar Base cod. 610107 or 620107,

KIT CONTENTS

Each kit contains:
» 6 botties each containing 100 ml of UREA 40% Supplement.
> 1linstruction sheet

PRINCIPLE .OF THE METHOD

The utilization of urea by microorganisms provided of urease causes the alkalinization of medium and consequently the calour lurming of
indicator red phenol from amber to pink colour.
COMPOSITION & )

UREA 40% Supplement

Contents / bottle : Contents /1 ¢f medium

Urea o N 40.Cg ‘ 20049

PROCEDURE FOR USE :

1. Aseptically take 50 ml of solution from one bottle of UREA 40% Supplement and add to 950|mi of Urea Agar Base cod. 610107 or 620107
autoclaved and cooled to 45-50 °C.

2. Mix with care avoiding the formation of foam.

3. Distribute into the final containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS ‘

Refer to the technical documentation for medium Urea Agar Base cod. 610107 or 620107,

QUALITY CONTROL

1. Control of the appearance: clear, colourless solution.

2. Microbiological control:

prepare the plastes using as base the medium Urea Agar Base cod. 610107 or 620107 added with UREA 40% Supplement,
The plates are inoculated with the strains indicated in the table of microb.ological control.
Conditions of incubation: 6-24 hat 36 £ 1 °C.

Microbiological control:

Control strains Ureasic activity
Proteus vulgaris ATCC 13315 ‘ Positive ¢ pink medium
Escherichia coli ATCC 25922 Negative / no change n colour

PRECAUTIONS \

The product UREA 40% Supplement is not classified as hazardous under current legislation.

UREA 40% Supplement is a supplement to be used only for in vitro diagnostic use. Itis intenfed for use in a professional enviror ment and
must be used in the laboratory by properly trained personnel, using approved asepsis and safetyimetnods for handling pethogenic agents.
STORAGE J

Store UREA 40% Supplement at 2-8°C in its original packaging. In such conditions UREA 40% Suppiement maintairs ts validity unti the expry
cate indicated on the labe!. Non utilizzare oltre questa data. Eliminate without using if there are sjgns of deterioration.

REFERENCES

+  Christensen, W.B. (1946). J. Bact. 52: 461-466.
»  Maslen, L.G.C. (1952). Brit. Med. J. 2: 545-546.

PRESENTATION O |
product R_E_E N
UREA 40% Supplement 80110 6 bottles

One bottle is sufficient to prepare 2 L of medium

TABLE OF SYMBOLS

i
0

IVD | /n Vitro Diagnostic “ £/ Cbntains sufficient for . Temperature
! f ; . ) \-/ - S , Le C
{ Medical Device @ Do not reuse Marnufacturer v <> tests 1 imitation
) : Claution, consuit N
REF| Catalogue number ! E;?g'lev handle with 2 Use by I\ atcompanying LOT  8atcr code
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TS 610018
Rev.1/17.02.2015

MSRV Medium Base

Medium for detection of molile Saimonetia spp in anim

TECHNICAL SHEET
1S 610018

PageZ of 2

PRODUCT SPECIFICATIONS

NAME
MSRY Medium Base

TYPICAL FORMULA g/
£ mrumats Dineot of Aot =0 LT 6 PRESENTATION
yrmate Digost of / {and W Tosue Denyarates moaum
Adid Hyuru 46
ﬂ:._ im Chloride 73 STORAGE
ydrugery ate 5 10-30°C
imo:mm::j Chloride anhiydrous 10.9
Malachite Green Oxalate 0.04 ﬂpm—APQZO c \ oackoci
Agar 27 cf. onten ackaying
1522 0.1 a25°C 630018 500 g 500 g of puwder m plastic bottle
5220.1¢
620018 100 g 100 g of powder in plastic bottle
DESCRIPTION
Moditied semi-solid Rappapont-Vassiliads (MSRV) Meaium Base s used with Novob:ocin for the selective enrichment of motile pH Oﬂ THE MEDIUM
Salmonellae in m;::n, faeces and environmental samples. The medium meets the specifications far form and performance 52+01
recommended by 1S0 6579 Are 1.
USE
PRINCIPLE R Modified semi-salid Rappapart-Vassiliadis (MSRV) Medium Rase is used with Novobiocin-for th chivee ent-otmaotiie -
) Salmonellan in animal faec ntal samples. The ¢ speaitivations for formuiation and performance

Enzymatc aigestof animal and planttissue and acid hvdrclysate of casein provide aming acids nitrogen, carhen
minerals. Sodium chloride maintains the osmiotic balance of the medium. Potassium dihydrogenphosphate is the buffer. Mag
chloride raises the osmotic pressure. Malachite green oxalat
selective agent active mostly anainst Gram-positive hacte

1hingin i

nhibits organisms other than Salmonelia s
Agars the solid fying agent.

PREPARATION
Suspend 31.6 g of pewcer i 1 iter of deionized or distilled water. Heat with frequent agttation and boil fo!
dissolved the powder. DO NOT AUTOCLAVE. Cool up te 45-50°C. Asentics ly, add the contants of 2 v

{rel. 8102 1) each reconstituted with & mi sterile distilied water. Mix we Pour in Petri dishes.

TECHNIQUE

For pre-enncnment. add the Sampl
and incubate at 37 + 1°C for 16-20 b
Inoculate the MSRY Medum plates

an the medium surfaca). oubate &

Buffered Pe

tore Water {re!. 414020 at 4 tatic of 19 (e.g

51 itC 382

with 0.1 mi of the pre-e
4

INTERPRETATION OF RESULTS
A grey-wh te turb.d zore extenaing out from the inoculated drop i
Negative plates, where the medium remarns blue

:ales a positive result for motle S
er around morulation drops, should be re-incubated for a furaer 18-24 1

Subculture should be carred out from the postive plates. with the nceulum being taken from the furhest ede of the migre
Presumptive ident fication 1s achieved by subculture onto Xro Agar (ref. 10056) and a second Saimoneifa agar of choice such as
Chromatic™ Salmon {ref. 11614). Charactenstic presumptive Salmonefia colonies should be confirmed with biochemical and

serological tests

STORAGE
The powder 1s very hy
bofore the

i qnt
ant

4 e ey . sinal cont

signs of dot Hture

s eepiry ¢

WARNING AND vﬂmo)c ﬂ_OZm

@z 3 substa

veitbicless recoms

i :.; ald sheet :i ity correct use:
luse orly and must be used by propes y trai

profession; inec operators.

DISPOSAL OF WASTE

Oisprsal o wasic 2. <0

R RVE

P aceording

syulatic nforee

REFERENCES

1. IS0 8579:2002/Amd. 1 2007. Microbiology of foo
spp. AMENDMENT 1. Annex D: Detection o. Sail
production stage.

2. DeSmedit M. R Boldery &, K. Rappold and D. La scrlacger (198€) Rapid Saln a detection

et 91 a mndifend seme-sold Rappavort-assiliad s Medium. § Food Prot. 49 540.514

s Pachosoulos. A Kalandidi ard ¥ Xirous® ok {19781 [solation of saimoneiiae from Sewage A

nechmart S Appl 1 44:233-239

RS 3 Navon (1956) A

mal feeding stuffs — Horizontal method for the detection of Saimonciia
monella soixin ammai faeces and in environmental samples from the prmary

‘ood by mot

< Konton

tmedium for ceran salmonellae J

_-HOmH_.nImZ.. S.r.l.

' RIS o

recommended by ISO 6579 Amendment 1

TECHNIQUE
Refer to technical sheet of the product

APPEARANCE OF THE MEDIUM
Powder medium
Appearance: free-fin:
Coiour: bive
Ready-to-tise mes
Appearance slightly spalescer
Colour blue

1Ing. homogeneous

-solid gei
SHELFLIFE
4 years

DC>F_4< CONTROL
Contrat of gereral chatacterisics, lanel and print

2 Microb ologicat control

inocutum for productivity: 10 €

Inocuium for selectnty: 10°-10% CFU

Incubation Conditions™ 2 x 18-24 hours at 41.5 + 1°C

Specification

Microorganism

Salmonela Enteritids

Satmoneita Typhim :.:_;:i dropis)
migrated over the o

oculated u:onimv Wi

NOCM G out a turbig zone

place of the

Lschen

i ¢

growih at the

Lnterocaceiss facans WOCM O N9 growtn
TABLE OF SYMBOLS

ot J g
,Iro.q; W.MMM: Do not reuse ‘ Manstactiirer ﬂlﬁ Use by \..I Txc:« handie

Caution. consult
instructions for use

Tempe:
limitation

T Catalogue ™
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MUELLER HINTON AGAR

Medium for susc Kirby-Bauer method).

TYPICAL FORMULA (a/l)

Meat Extract 2.0
Casamino Acids, Technical 17.5
Starch 15
Agar 15.0

Final pH 7.3 + 0.1

DESCRIPTION
MUELLER HINTON AGAR 1s used for an|
technique.

icrobial susceptibility testing of rapidly growing aercbic microorganisms by the disk diffusion

exlract a'e a source of ammao acids, ::45@3 minerais, vitam

g TECHNICAL SHEET

i

%3]

PRODUCT SPECIFICATION

NAME
MUELLER HINTON AGAR

STORAGE
10-300C
v>0—A>O_ZO
S
00 g of powder 1n plastic bottie

100 g of powde

\S: of mi EOE nisms, Starch ai as toxic muleu can be present n
I<;‘o_vm_m of starch during sterilizat supples g hitle amol SA-representsa-source v BT Oy Agar s he 5 pH OF THE MEDIUM
Agent. Riby-Bauer method is based on the dusion, through the agar. of antmicrobial substances which Soaks paper disks 73101
microrganism growth shows an inhibition halo around the disk and the diameter of the halo is correlated to the Minimal Inhiby
Concentration (MIC). USE

PREPARATION

Suspend 36.0 g of powder in 1 lire of distilled or deionized water. Heat fo boiling and shake until completely dissolved. Sterilize n
autoctave at 121°C for 15 minutes. Dispense in finai containers

TECHNIQUE
Transfer 4-5 calo
E;g itin m 37°C

S N ar appropriate
:m;cEDa L

e standard c
£ e agar passing 2 or 3 times onto the

g the antimicrobial on the agar surface
“C for 1& hours, meacare th

¥ of .5 on the MacFarlan
e

UeG 2006 ranges

_?._.m—ﬂvwmﬂb,ﬁ_oz OF RESULTS
© itied vaiues of nnibition hats ¢

STORAGE
11-30°C away from light. un

ne expiry date on th

WARNING and PRECAUTIONS
Tre product is not classfied as hazargous by current legislation and does not cont
Lrocuctis designed for In vitro diagnostic use and must be used ¢

nalion or 2onanination are evident

DISPOSAL of WASTE
Drsposal of waste must be carried oL aceor

REFERENCES

! Bauer et al (1466). J. Clin. Pat

N Muelier, J H. and Hinton. 194° or

3 NCCI S, Perdormance sl
January 2002

atonal § ent. NCCLS Document $100-S

Liofilchem s.r.l.

i

MUELLER HINTON AGAR is uscd for anti
technique

crebial susceptibility tes

g of rap-dly growing aerobic microorganisms by the aisk diffusion

TECHNIQUE
Reter to technical sheet of the product.

»vvm>m>70m OF THE z_mU_CZ

I

Z. 0 Sterlity
7 eays 325 = 17°C, in aerotn
7 days a4t 36 £ 1°C. in aercbiosis

cs. label and pi

ortrol

o _ ,~ O«C
. ATUC 29217 | 2| ‘Wo‘og
ATCC \o\\L Goud
\f)iﬁm 433 I Good
i [ b !
impureus ] ATCC 25923 T Good |

i Staphytoco
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[ eenioct

ICroGrganisms, accarding 1o :,:::::.:i LShep

oplveoilate Me a
.::::. ts and for cultivation and isol

purpose liquid endichment mediom used for stert
ton of Lastidions anaerobic and acrobic microorpanisme.

control of pharmac

Hhe composiion s i ace ordance with the ree
hASOY 7947 for s

wits of the Harmanized US For

can Lavinee
o

won ot Closiicdivn predingens

TYPICAL FORMULA g/h
Frzymatic Digest of Casein 15.0
Yeast Extract 5.0

Ose 5.5
Sodium Chioride 2.5

Sodium Thiog
L-Cystine 0.
Resazu

CC>~ 1TY CONTROL

Oﬁ Tabic.

: willts sabhy ATCURIGHR

WCiostedhiun wposc ATCCH 19104 Visitne turhidity
f ?

Wchendhia o ATCCH 8739 Visible turhidity

Pseudamionas aer ATCCR U027 Vicible wirbidity .

Stapby loc o s aureus ALCCw 0518 Visibie ity

Candidy albic ans ATCCH 1003 Vieih

M brasifionses ATCCR 16304

A
“Clostrichum pertrmgons WEHOM 00007

L2 gr

METHOUD PRINCIPLE

Tismis prosih Yeas:
ride maintaing the oamot

‘trogen, carbon, vitamins and min
MEICH IS @ source of (:u:::/ particulariy or B :::t Glucose is a source of energy Sodium ch
:._ ance of the medium. Sodium thinglveollate aned 1 vstine are included to reduee the edos patent
create an anaerobic atmosphere. These e y avents also neatralize the
metal compaunds in the preparation to he tested for stedlite: Rosasurin i
oxidized ad colorless when reduced. The amalt amount of |
stabilizing the medium againg! comvnction «

*bacteriostatic eitec s of me

PREPARATIO!

Dehydrated median

izedwater Micwell Heat to
TS

AMedinm

diim mav be
aterin order ¢

TEST PROCEDURE

the mecdhum can be directly inoc
exceed 10 voiume of the medic
improved by < v loosening the cap

it of the moculated sample material should not be

tor up 1o 14 davs, Growwth of stricth aerabie bacteria can be

ith the 1est /:3}, fthe anu
ot

e gt 302357

Accare IS0 T937 1Tor com

as

i,::::E:n, SETUINOND

APPEARANCE
Dehydrated medium: free-flowing, hom,
pared medime slightly opalescent

or less of upper laver mav be pink:

STORAGE

TAO-50 Coin ey e
Do not use the

;:/A at 125 O ae w
cote

ration

SHELF LIFE

Dehvdratod mi

um: 3 vears,
S vears

/:i mmin tubes 1 oyear,

WARNING AND PRFCAUTIONS
The product does not contain hazardous substances in concenirations exceed 1 the
therefore is nat ¢

ied as dangerous, It is neverthelea recnmmendd

s b ased o

$lors

o dingnons

DISPOSAL OF WASTE
Disposal af waste must be cartied oul aceording 1o national and facal regulations in force
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A AN oed

AL Med Asae

aum tor

Contents Ref.
fubes
T lubes 00 X 10 ml b o
Tubes 1% 20 ml s ‘ ‘ )
hiogly, Tubies 2O 20ml A‘:m:;

hotties
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Fluid thiagly o ?; Medium Boitles

»Medium Rotties « 100 ) bottles wpertarable ca 13000

bottles «wnmp ?5_ s
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Medium

O X 506 ml _::._; wwirde e x
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Dehydrated culture medium
Rev. 0 - 3 Ed. 2004

Dehydrated culture medium

Rev.§ 37 Ed. 2004

2 Pagezot2
x,._|_1._|m..n. _.D.OJ AGAR . PRESENTATION
Differential medium for enterobacteria ident ication. Product ,].ﬂw.n_ Y
PR KLIGLER IRON AGAR | 610023 500 g
TYPICAL FORMULA -
Proteose Peptone KUGLER | 620023 100 g

m Chioride

Yeast Extract

Meat Extract TABLE OF SYMBOLS

Ferrous Sulfate
Sodium Thiosulphate

(LOT] 2urr coae h\H@ o can

Lactose —— . N N
Phenol Red -
Agar
FinalpH = 7.4 + 0.2 at 25 "¢
DIRECTIONS
Suspend 53.5 g of powder in 1 liter of distilled or deionized water. Heat to boiling until completely gissolved. Dis,
tubes. Stenhze in autoclave at 121°C for 15 minutes Gool in a slanting pesition.
DESCRIPTION
olid medium used to distinguish between Enterobacteriaceae on the basis of their ahility ta ferment
0 produce hydrogen suiphide.
TECHNIQUE
Inoculate by stabbing the butt and a ly streaking the siope. Incubate at 36 + 1°C for 18-24 hours and check the calar of
the medium both in the butt anc at the slope. Also check for the presence of gas in the butt and the presence of the black
precipitate (H.S).
QUALITY CONTROL
Dehydrated mecium
Appearance: free-flowing. homoge
Color: pinkish beige.
Prepared medium
Appearance: shghtly opalescent, slight precipitate.
Color: slightly orange-red.
tncubation conditions: 36 = 1°C for 18-24 hours
ATCC Growth Slantbutt Gas H.S
itrobacter freundin 8090 good acid/acid + +
Escherichia coli 25922 goac acid/acid +
Proteus vulgaris 6380 geod alkalinesacid - +
PERFORMANCE AND LIMITATIONS
A pure o ¢
STORAGE
The powder is very hygroscopic: store tne powecer at 10-30 °C, in a dry environment, in its originai container tightly closed anc
use it before the expiry date on the laoel or unul signs of detericration or contamiration are evicent.
Store prepared tubes at 2-8°C
REFERENCES
W JF(1976). Biochemics dentification of medical bactera
LJ(1918). J. Exp. Med. 28" 319430,
LIOFILCHEM s.r.I. LIOFILCHEM s.1.i.
Via Scozia, Zora Ind le - 64026, Roseto D.A. (TE) - ITALY Via Scozia. Zona Ind.le - 64026, Rosetc D.A. (TS) - 1TA Y
Phone +390858930745  Fax +390858930337 Phone +390858930745  Fax - 390858930330
Website: www “ofilchem Z-mall: liofilchem@liofilchem net Wi erwww lictinnenaat Tomad linfilchom
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DESCRIPTION

Nutrient Broth is a liquid medium used tor the ¢ u
%

nof a wide variety of organisme from clinical
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This medium can be enriched with other redients such as hlood, SCIUM, sugars, ete, for spec
TYPICAL FORMULA (g/)
Beof Extract 1.0

ride
:v: 6.8+ 0.2025C

METHOD-P

Beef extract ¢
Yeast extract

Ol

o~

Suspend 13 ¢ of the |
to boil s

15 minutes

TEST PROCEDURE

N 35 22 Cor 14-

HNECessary,

RESULTS

niicrobial growth,

beige

STORAGE

The nenwdor ia

i ¢ el

i . Vo "

tubth dloseds ston 2 Caway from L Do not use the product beyond s expiry
date on the label or product shows any evidence of contamination of any sipn of deterioration.

SHELF LIFE

QUALITY CONTROL
. .

Good

set by current
o consult the wafety

vitri diagnostic use and must be used only by

DISPOSAL OF WASTE
Disposil of waste must be caiod ot aecorthng-to ettt focat fegn,

BIBLIOGRAPHY

ists 1995 O

methods of analysts of AOAC International, 1

Contents
Tubes x 10 mi
Tubes Yx S mbt

68 500 ml

»0h g of powder

HOO g of powder

Nutrient Broth
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JESCRIPTION i
COAGULASE TEST is constituted by lyophilic rabbit plasma
containing EDTA (Ethylenediaminetetraacetic Acid) used for the
detection of coagulase enzyme produced by Staphylococcus
aureus.

CONTENT OF THE PACKAGES

tzach package contains :

+ 5 vials containing 4 mt of rabbit plasma
* 1instruction sheet

ITEMS NECESSARY NOT INCLUDED IN THE PACKAGES
* Fhysiological Solution (ref. 20095)
+ Brain Heart Infusion Broth (ref. 20104)

PRINCIPLE OF THE METHOD .

The coagulase produced by Staphylococcus aureus acts on
fiornogen transforming it into fibrin. The reaction takes place without
calcium which is chelated by EDTA.

COMPOSITION

- _{mLivial)
Lyophilic rabbit plasma

4.0

USE : i

* Take one vial of COAGULASE TEST from the package and
aseptically reconstitute with 4 mL of
Prysiological Solution (ref. 20095).

* Prepare a culture in Brain Heart Infusion Broth (ref. 20104) picking
up one or more colonies from selective media
for Staphylococcus aureus isolation and incubate at 36 + 1°C for
4-6 hours.

* 11 a sterile tube mix 0.5 mL of COAGULASE TEST with 0.5 mL of
culture broth and incubate at 36 + 1°C for 1-2-4-8-24 hours.

INTERPRETATION OF RESULTS

« Verify the formation of the clot, in case using a sterile loop. Do not
incubate over 24 hours because cases of fibrinolysis can take
place.

QUALITY CONTROL

Eact batch of COAGULASE TEST is submitted to the quality
control using the following microorganisms:
Microorganism Coagulation
ATCC 25922 -

ATCC 25923 +

Escherichia coli
Staphylococcus aureus

LIOFILCHEM™ s.r.l.

64026 Roseto degli Abruzzi (Te) ltaly
Tel. +39.0858930745 - Fax +39.0858930330

ENGLISH

COAGULASE TEST

Lyophilic citrate rabbit plasma for coagulase test

PRECAUTIONS |

COAGULASE TEST cannot be classified as being hazardous
according to the current legislation, nor does it contain harmfu
substances in concentrations 21%. It therefore does not require a
Safety Data Sheet to be available.

COAGULASE TEST is a disposable device 1o be Lsed cnly fo-
ciagnostic use in vitro. It must be uscd in the laboratory by properly
traired personnel, using approved aseptic and safety methods for
handling pathogenic agents.

STORAGE |

Store COAGULASE TEST at 2-8°C in the original packaging. Keep
away from sources of heat and avoid excessive changes in
temperature. In such conditions, COAGULASE TEST will remain
valid until the expiry date indicated on the label. Do not use beyond
trat date. Eliminate witholt using f there are signs of deteriorasion.

DISPOSAL OF USED MATERIAL

A'ter use, COAGULASE TEST and material that has come in<
contact with the sample must be decontaminated and dispased of ir
accordance with the techniques used in the laboratory for
decontamination and disposal of potentially infected matenal.

BIBLIOGRAPHY 1

* W.E. Kloos and J.H. Jorgensen "Staphylococci” p. 143-7 53,
In E.H. Lennette, A. Balbws, W.J. Hausler Jr., H.J. Shadomy.
Manual of Clinical Microbiology, 4 Edition. American Saciety “or
Microbiology, Washingtop, D.C. 1985.

PRESENTATION
Product
COAGULASE TEST
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DESCRIPTION i

X FACTOR TEST, V FACTOR TEST and V+X FACTOR TEST are
constituted by paper discs with special features, contairing the
‘espective coagulation factors, used for differentiating Haemophilus spp.

CONTENT OF THE PACKAGES |
Izach package contains:
4 2 cartridges with 50 discs each, packaged in a heat-sealed
container
. 1 dryer
. 1instruction sheet

PRINCIPLE:OF THE METHOD ;

Different strains of Haemophilus grow on a culture medium only in
Fresence of the coagulation factor or factors (X, V, or both) which they
need. These different requirements allow the differentiation and the
identification of Haemophilus spp.

COMPOSITION

- Each disc of X FACTOR TEST contains Hemin.

- Each disc of V FACTOR TEST contains NAD
(NJcotinamide-/\denine-DinucIeotide).

- Each disc of V+X FACTOR TEST contains Hemin and NAD
(Nicotinamide—Adenme»Dinuclgotide)A

TEST PROCEDURE

1. Take the cartriges container from the refrigerator and leave it on the
test bench until it reaches room temperature (about 30 mMinutes).
This will prevent humidity being deposited on the discs when the
package is opened, which could prejudice their long-term stability.

2. Using a sterile swab, evenly inoculate the surface of a plate of
Tryptic Soy Agar (ref. 10037) or Mueller Hinton Agar (ref. 10031)
with a pure suspension of the microorganism to test.

3. Using sterile tools, press one disc of X FACTOR TEST,
V FACTOR TEST and V+X FACTOR TEST on the inoculated
surface, at a distance of 120° from one to another and at 1-2 cm
from the edge of the plate. Incubate at 36+1°C for 24-48 in 5-10%
carbon dioxide atmosphere.

INTERPRETATION OF THE RESULTS i
If the organism requires X Factor alone, it will grow only at the edge of

the X and the X+V FACTOR TEST discs, if it reguires V Factor alcne. it
will grow only at the edge of the V and the X+V FACTOR TEST discs: if
both X 'and V Factors are required, it will grow only at the vicinity of the
X+ FACTOR TEST discs.

Some examples are indicated in the following table:

Without Factor X
Factors

Factor V

Factors
V+X

Hazmophilus influenzas

haemopm/us aegyptius
— T
J Havmaophilus parainfiuenzae

X FACTOR TEST
V FACTOR TEST
V+X FACTOR TEST

ENGLISH

QUALITY CONTROL
Ezach batch of X FACTOR'TEST, V FACTOR TEST and

VX FACTOR TEST is subhjected to microbial centro., inoculating pure
suspensions of Haemophilus influenzac ATCC 19413 and Haemcophilus
carainfluenzae ATCC 7901 on olates of Tryptic Soy Agar

PRECAUTIONS

X FACTOR TEST, V FACTOR TEST and V +X FACTOR TEST caqnot be
c assified as being hazardous according to the current legislation

X FACTOR TEST, V FACTDR TEST and V+X FACTORTEST is a
d'sposable device to be uskd only for diagnostic use ir vitro. It must be
used in tne lzboratory by ptoperly trained personnel, using approvaod
aseptic and safety methods for handling pathogenic agents.

STORAGE L
Store X FACTOR TEST, V FAC™OR TEST and V+X FA CTOR TEST
at 2-8°C in the original packaging. Keep away from soirces of hea: arc
avoid excessive changes i lermperaiure. In such cona HISEN
X FACTOR TEST, V FACTOR TEST and V+X FACTCR TEST will remain
velid 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, X FACTOR TEST, V FACTOR “EST ard V=X FACTOR "EST
and material that has come into contact with the sample must be
decontaminated and disposged of in accordance with the tecnniques used
in the laboratcry for decontamination and disposal of pctentiaily infected
material.
BIBLIOGRAPHY |

* Kilian M. (1980) Haemophiius. in Manual of Clinical Microbiclogy.

Eds. Lennette et al. Amer. Soc. for Microbiol, 3 cdn. Washington,

PRESENTATION |

Product [REF] HY
XFACTORTEST | es0s | 5

VFACTOR TEST N 95@:]:2iﬂ: w0 ]
V+X FACTOR TEST JT_NQjE 77777 s Lo
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Enterosystem 24R

System for the identificatiop of Gram-negative,

oxidase negative enterobadteria,

Ref. 71619 - 79619
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Enterosystem 24R

System for the identification of Gram-negative, oxidase negative enterobacteria,

DESCRIPTION |

Enterosystem 24R is a 24-well system containing desiccated biochemical substrates for the identification of Gram-
negative bacteria that belong to the family of Enterobacteriaceac. The systemiis inoculated with the suspension of
the organism to be examined and incubated in thermostat. The wells are examined ior color changes and the
resulting pattern of positive and negative reactions determines the numerical profile used for identification. The
complete list of those organisms that is possible to identify with this system is:provided in the Identification Table
at the end of this document.

CONTENT OF THE PACKAGE |

V-

Ref. 71619 Ref. 79619

* 20 Enterosystem 24R ‘e 4 Interosystem 24R

* 20 Vials of Physiological Solution (7.0 mL) * 4 Vials of Physiological Solution 7.0 mL)
* 1 Cartridge of Xylose Disc (20 discs) * 1 Cartridge of Xylose Disc (20 discs)

* 1 Cartridge of Arabinose Disc (20 discs) ¢ 1 Cartridge of Arabinose Disc (20 discs)
* [Instructions sheet and Data chart * Instructions sheet and Data chart

ITEMS NECESSARY BUT NOT INCLUDED IN THE PACKAGE |

- Enterosystem 18R Reagent (ref. 80252): Vaseline Qil, Indole Test Reagent, VP Test Reagents
Gram Color Kit (ref. 80293) - McFarland 0.5 Barium Sulphate Standard (ret. 80400
Oxidase Test Stick (ref. 88029) - Identification Software online iiree-access)

PRINCIPLE OF THE METHOD ‘

Enterosystem 24R allows the identification of Gram-negative, oxidase negative enterobacteria of clinical
significance. 24 different tests are carried out, cach in every single well of the system. These wells are inoculated
with a bacterial suspension that reconstitutes the dehydrated media contained in. The reactions occ urring i the
wells during incubation produce color cha nges which are read according to [He nterpretive Table. The organism
numerical profile is determined and the identification is obtained by using the Identification Software on
Liofilchem website.

CONFIGURATION N

Wl Tt T T wa e

1-ONPG . Hydrolysis of ONPG 1Ortho-nitrophenvi-B-palactoside) 13-MAN Uil raton ol i,
2-LDC 7177 ) Diecdrib()\ylgt;(m ur'il,\/sm(?r d ‘l4-INO ‘ tilization ofirosig!
3-0DC L: . E)Ve(gdr‘lr)()gylz;rtigr; of orithine 15-SOR Uil ation of sorbinol
»4TA[A)Vt 7[_; - ficar[)oxilgt[on ()frar;;in'ine o 7 vl()-S/\(f | Utiization of seccharose
'SPBhJ::i” r 6g1ml nialj(i)r: Srffﬁhr(;m' la lanine V17:AR/\’ o Uil ization of arabinose
o Ummorefcivae TERAF o o i
7‘-UR L ?7ﬁHr;/’(Jr(r)1);siswofﬁar(7m 7 : .719:R/\N.4‘ ‘ Utilization of rthamnose
8~H257 L; ' Pir&iuc:ti(r)n7(7)7fl*17)f'(h'ogcn sulphide 7 QO-MEI; ' ‘ Utilization of melibiose
9-MIN . Utilization of malonate o 21AC Ctilization of Litose
?()f\ip,, W_*ijPﬁro@udxonjoﬁtEcct(nir] (Vi)gaisfPr()rsrl;’auér Ig?s’h 7 7 V‘QV?.-TRVE: ‘ Utilization of trehalose
,1—(,_,IEP,,,_:_,,,L,,,_igd,u,c,tio'l)iinfj()le, {Kovac’s test 23-XYL Utilization of xviose
]l!—VG;L”LJ ‘ U_tilization of giucoscﬂ - 24DUL ‘ . Utilization of aulcitol

- overlay the well with vaseline oil

* atter incubation, add the indicated reagent to perform the test

[l
[
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COLLECTION OF THE SAMPLE N

Enterosystem 24R is not for use directly with clinical or other specimens. The microorganism to be identified must
first be isolated on a culture medium suitable for growth of enterobacteria sueh as MacConkey Agar (ref. 10020,
Eosin Methylene Blue Agar (ref. 10048), Salmonella and Shigella Agar (ref. 100363, Fektoen Fnteric Agar irof,
10043) as well as a non selective blood agar (e.g. Tryptic Soy Agar with 5% Sheep Blood, ref. 11037).

TEST PROCEDURE . R

PREPARATION OF BACTERIAL SUSPENSION

¢ The microorganism to be identified must be recently isolated (18-24 h); bacterial cultures older than 48 hours
can provide not reliable results.

* Before inoculating the microorganism to be examincd, Gram stzining and oxidase testing are required. Use
Enterosystem 24R with Gram-negative, oxidase negative bacteria only.

* Take one or more morphologically similar well isolated colonies from the agar culture medium and suspend in
physiological solution. The final turbidity should be equal to 0.5 McFarland. This suspension must be used
immediately after preparation.

Note: A drop from the inculum tube, either before or after inoculating the system, can be spread onto ar agar
slant or plate (any appropriate media) for purity check.

INOCULATION OF THE SYSTEM

I. Take a system from its wrapper and bring it to room temperature.

2. Write down the name of the patient and the date of the start of the examination.

(")

Transfer a disc of Arabinose Disc into the well 17-ARA and a disc of Xylose Disc into the well 23-XYL.

4

Dispense 0.2 mL of bacterial suspension into each well of the system and overlay with | drop of vaseline oil
the wells 2-LDC, 3-ODC, 4-ADC, 7-UR and 8-H,S.

5. Cover the system with the lid provided and incubate at 36+1°C :or 18-24 hours.

INTERPRETATION OF THE RESULTS
At the end of the incubation period:

1. Add 2 drops of Alpha-napthol and 1 drop of NaOH 40% to the well 10-VP iwait 15-20 min o~ reading after
adding the reagents).

2. Add 2 drops of Kovac's reagent to the well 11-IND (wait 1-2 min for reading after adding the reagent.
3. Watch for the color change in the wells and interpret the results by referring to the interpretive Table,

. Note the results on the test results form and determine the 8-digit code foliowing instructions proviced as
outlined under NUMERICAL CODE FORMATION.

5. Identify the organism by using the Identification Software,

612
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Interpretive table

I —

J _— R S

| Il col
I'Well lTest ' ' *******& —T(C*(Lor“*&'*‘“ﬁ——l

Positive reaction Negative reaction

colorless

2-LDC Lysme decarboxylatlon red l yellow oranee

l;:a.sa“ |Ornithine decarboxylation mﬁ**“ﬁﬁﬁmm'l‘ﬁ' red e |

l4l ADC lArg,lmne decarboxylatlon - I reld

'5-PD lPhenylalanlne dearhmatnon W  black- ll)rown ) yellow

|
B 4 Yyello |
|

l@--ClT Citrate ut|l|zat|on - blue da% gleen L light green

l7-UR lUrea hydrolysns o red- futhsua 7 yellow omngi )
BHS  liydogen suphide production | black [ jellow |
l9 MLN ‘Malonate utilization ‘ blue-green ! yellow
T0-VP [Voges-Proskauer (add res reagents) "m‘mmﬂﬁiﬁl{l{eﬁ'ﬁ 0 yellow
l 1-IND Indole (add Kovac's Reagent) /wmﬁlmwg}’eﬁd ing D yellow

—_— — ———— —— e —
LIZ -GLU 'Glucose lﬁ yellow blue- green |
[ _ 4 —_—

f - - - S . - _— R
13-MAN llvlanmtol yellqw |  blue- -green

blue-gree

l
—— T ]
l

" blue-gre
‘77 Dlue green

— ]
l

blue- -green

‘14 lNO 4anSItOl o o » l 7)’ellc+ll/\r/
l1 »-SOR Sorbitol | yelld#w

16 SAC Sacc harosehw . - I yElld\V 7 |

VARA (Aubinose T T blucgreen
'18-RAF l Raffinose yellow | blue-green
19-RAM. DR L yellow T bluegeen
w20 MEL ‘Melibiose l yellow l El%ﬁfi’jﬂ

l21 LAC hlLactose I Mli - yiEllO‘l«\; o LW, blue- green

22.TRE lTrehalose B o - L yelloW l blue- -green l

——— - T T T T e e e — —_— *,,‘%.,*,77‘777 ——f—— ————— e ]
23 XYL TXVlose yellow l blue-green

‘EiibUL ~[pulciol - yellow " bluegreen

NUMERICAL CODE FORMATION

The biochemical tests are separated into 8 groups of 3 and a value of 1, 2 or 4 is lmdicated for each:
* Value 1 : first test positive in each group (ONPG, ADC, UR, VP, MAN, SAC, RAM, TRE);
* Value 2 : second test positive in each group (LDC, PD, H:S, IND, INO, ARA, MEL, XYL):

* Value 4 : third test positive in each group (ODC, CIT, MLN, GLU, SOR, RAF, LAC, DUL):
Value 0 : every negative test.

A 8-digit code is obtained by adding together the values corresponding to positive reactions within each group.

The example below shows how a numerical code is formed.

Group 1 Group 2 Group 3 Group 4 Group 5 Grogp 6 Group 7 Group 8

Test ONPGLDC [ODC|ADC| PD | CIT | UR | H.s |MIN| vP | IND GLU IMAN| INO [ SOR | SAC | ARA | RAF | RAM | MEL | Lac | TRE | xvL DUL
.
Value 1 2 14 1 2 | 4 1 2 4 1 214 1 214 1 214 1 21 4 1 2.1 4

Result + -+ [+ | - R e O R R NN IV ROVER |+ o+ o+ o+ o+ -

Sum of
‘values

5 5 4 5 7 7 7 1
NUMERICAL CODE: 55457771 IDENTIFICATION: Enterobacter cloacae

7112



© Liofilchem® - Enterosystem 24R - Rev.0/03.01.2017 |

QUALITY CONTROL |

Each batch of Enterosystem 24R is subjected to the quality control using the fallowing reference strains:
Escherichia coli ATCC® 25922, Salmonella Typhimurium ATCC® 14028, Proteus mirabilis ATCC® 25933,
Klebsiella pneumoniae ATCC® 13883, Enterobacter cloacae ATCC® 13047

PERFORMANCE
The results obtained with the Enterosystem 24R agree with those obtained using other microbiological and
Eiochemical tests for microbial identification.

FACTORS THAT MAY INVALIDATE THE RESULTS

Contaminated culture; Poor standardization of the inoculum; clinical material unsuitable; use of expired systems
or expired supplementary reagents; non compliance with temperatures and times of incubation.

PRECAUTIONS |

The product Enterosystem 24R does not contain hazardous substances in concentrations exceeding the limits set
by current legislation and therefore is not classified as dangerous. It is nevertheless recommended to consult the
safety data sheet for its correct use. Enterosystem 24R is a disposable device to be used only for diagnostic use in
vitro. The product must be used in the laboratory by properly trained personnel, using approved aseptic and
safety methods for handling pathogenic agents. :

STORAGE |

Store Enterosystem 24R at 2-8°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 ofideterioration.

DISPOSAL OF USED MATERIAL ‘

After use, Enterosystem 24R and material that has come into contact with the sdample must be decontaminated
and disposed of in accordance with the techniques used in the laboratory for décontamination and disposal of
potentially infected material.

PRESENTATION |

oy T e——ee—
[Product T Ref. i - _ Package - 7
IEnterosystem 24R 71619 0777¥”‘_*7 _ 20tests -
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L enGuis

Enterosystem 18R Reagent

Reagents for indole and Voges-Proskauer tests for use withiEnterosystem 18R,

SRS
PDERCHE

DESCRIPTION ]
Enterosystem 18R Reagent is a kit containing the reagents Alpha Naphtol, NaOt A0, Kovac's R(ungm[ and Vaseline Ol
necessary for the proper use of Enterosystem 18R (ref. 71618}, a system for the identification o1 Gram-negative, osidase negaire. enterobacrer o

KIT CONTENTS |
© Ix10mlvial of Alpha Naphtol.

. P 10 ml vial of NaOH 409,

. Ix 10 ml vial of Kovac's Reagent.

. 2 x40 ml bottles of Vaseline Oil.

. 1 instruction sheet,

METHOD PRINCIPLE 1

Alnha Naphtol and NaOH 40w, are used to carry out the Voges-Proskauer test into the well 10-VP, !

Kovac's Reagent is used to carry out the indole test into the well | 1-IND.

Vaseline Oil is used for the maintenance of asufficiently anacrobic enviconment into the wells .Z-[,[)‘(‘, 3-0ODC, 4-ADC, 7-UR and 8-41 5

REAGENTS ]

* Alpha Naphtol: 6% nwhv) alpha naphtol dissolved in othyl alcohol.

* NaOH 40%: 40% ov/v) sodium hydroside in aqueous solution.

. Kovac's Reagent: 5% (w/v) p—dimethylaminof>enZL1!dehydc dissolved in a solution of 25%, hydroghloridric acic and 75%, sobutv! aleohol.

. Vaseline Qil.

TEST PROCEDURE AND RESULTS INTERPRETATION ‘
Refer to the package insert provided with Enterosystem 18R,

QUALITY CONTROL FOR THE USER i
IForeach reagent, check positive and negative results by using suitable orsan,sms, according to Libliopraphics «eferences,

PPRECAUTIONS 1

Enterosystem 18R Reagent is classifiable as hazardous under current legislation; it is recommencled thht the Saiety Dary Sheet be consuitea on it
use. The product is intended for in vitro diagnostic use only and must he used in 1he laboratory by praperlv rained personnel, using approwe d
asepsis and safety methods for handling pathogenic agents.

STORAGE AND TRANSPORT CONDITIONS 1
Store at 2-8°C away from light in its original package, until the expiry date shown on the label. Howeger, our stabii v <tucdios have shovn g

storage or transport at 18-25°C for 4 davs, arat 35-39°Cinr 48 hours, do ot aiter in anv way the peridrmance of the prad et Fliminae o RSN
deterioration or contamination are evident,

ELIMINATING USED MATERIAL ]
After use, used Enterosysiem 18R Reagent and the material that has come irto contac: with the samplemust be decontaminated one. disposed or
accordance with the laboratory procedures for the decontamination and disposal of potenatiaily infect! arerial,

BIBLIOGRAPHY |
] Murray, Baron, Plaller, Tenorev and Yoiken: Manual of Clinical Mic robiology (1445

2o Bavley and Scott's: Diagnostic Microbiology (19861,
3

Edwin H.lenctte: Manual of Clinical Microbiology 11995

PRESENTATION
Product Ref. Content
Enterosystem 18R Reagent BO252 PO 200 tesrs
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DESCRIPTION

Optochine Test is constituted by paper discs, cach one
containing 5 g of Optochin (Ethylhydrocupreine
hvdrochloride), used for differentiating Streptococcus
pneumoniae from the other alpha-haemolytic streptococd.

CONTENT OF THE PACKAGES

Fach package contains:

* 2 cartridges with 50 discs each, packaged in a heat-sealed
container.

* Dryer.

PRINCIPLE OF THE METHOD

Wptochin s an agent specifically active against Streptococcus
preumoniae, the other J[[’)h(hhd(‘rh()])/tft‘ streptococc are
tesistant. The disc is placed onto the surface of a culture
medium that is suitable for the growth of streptocacci,
inuculated with a pure liquid culture of the microorganism
under examination. After the incubation all the plates are
examined for the presence or absence of an inhibition halo

areund the disc of Optochin.

COMPOSITION
Each disc contains 5 pg of Optochin,

PREPARATION OF THE SPECIMEN
Mixed cultures or clinical specimens must not be used (6
determine susceptibility to Optachin,

<. Inoculate a tube of Brain Heart Infusion Broth ref. 20104;
with pure colonies of the microorganism under
examination,

1. Incubate at 36 + 1¢C overnight.

TEST PROCEDURE

I Take the cartriges container from the refrigerator and Joave
iton the test bench uniil it reaches room temperature @about
30 minutest. This will prevent I’lum]dm being denosited on
the discs when the package is opencd, which could
prejudice their long-term stability.

2o Jsing assterile swab, evenly inoculate the suriace of a plate
of blood agar such as Tryptic Soy Blood Agar iref. | 1037,
Columbia Blood Agar (ref. 1 1025) or other blood medium,
with the suspension of the streptococcus under
examination,

3. Using sterile tools, gently press one dise of Optochin on the
inoculated surface,

4 Turn the plate upside down and incubate at 36 = §°C for

18-24 hours in atmosphere containing 5% of CO.,

Check for presence or absence of an inhibition halo around

the disc of Optochin.

G

INTERPRETATION OF THE RESULTS

The test organism is considered sensitive to Optochin and
presamptively Streptococcus pneumoniae it the inhibition zone
is = 14 mm diameter. The presumptive identification must be

continmed by serological tests.

LIOFILCHEM®s, |,

Via Scozia, Zona Ind.le - 64020, Roseto deali Abruzsi TF1 - ITALY

ENCTISH

Optochine Test SEAL

Diagnostic discs for pneumococci identification.

QUALITY CONTR?L
Each batch of Opio thine Testis “ested for suse eplibiline 1o
Opiochin by using Jtreptococeus prewonias ATCCE 6305
for positive control, hind Streptococeus progenes ATCCS
19615 for negative dontrol, inocalated on Coumbia Bisad
Agar with 5% of detfbrinated shoep blood,

PRECAUTIONS
Optochine Test cannpt be classifiod as being hazardous
accordirg to the current legislation. Optochine Test is a
disposat:le device to be used only for diagnostic use in vire. 1t
must be used in the | boratory by properly trained persornel,
using approved aseptic and safere methocls for handling
pathogenic agents.

STORAGE
Store Optochine Testat =20 e8¢ in the original paci cing,
Keep away from sour¢es of hoat and avoid excossive changes i
temperature. In such ¢onditions, (he product will remain v alic
until the oxpiry date inclicated on the Label. Do not yse hovone
that date. Eliminate without using it there are sions o

deterioration.

DISPOSAL OF USED ;TleTERlAL

Atter use, Optochine Test and material that has Comi il
contact with the mmp‘v muist be decontaminatcd and dispose:
of in accordance with fhe e hnicjues used i the laboraton 1o

decontamination and Alsposad o porentialy infed e mater
BIBLIOGRAPHY
© o httnswwan gov gk govermmentuploads sy stervapleads

tachrent_data ile 39419 1, TP 2513l
. J. Ll Clin, Med. 449 641, 1957,
5.

. I Clin. Path. 8: 54 105
* Serological Studicg on Preamc e LN sgaaed,
Copenhagen, Oxfprd Univeran Pro Concdon 1043

o LENpoMed 20 b o
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DESCRIPTION

GRAM COLOR KIT is a kit for staining micro-organisms that allows them to
Se differentiated into two categories: Gram-positives (Gram+), which are
coloured blue, and Gram-negatives (Gram-), which are coloured red.
Sombined with direct observation of the cell morphology, this staining
constitutes the first level in the taxonomic classification of prokaryotes.

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

. 1 bottle containing 250 ml of Crystal Violet Solution

* 1 bottie containing 250 mi of Lugol-PVP Solutian

. 1 bottle containing 250 m! of Decolourant Solution

. 1 bottle containing 250 ml of Safranine Sclution

PRINCIPLE OF THE METHOD

Gram staining is based on the property of Crystal Violet of combining with
iodine to form compounds that cannot be decoloured with alcohol or with an
alcchol-acetone mixture. Some bacteria have a special affinity for this
reaction and, once stained with crystal violet, do not lose the colour if
treated with alcohol or alcohol-acetone mixture, thus retaining the blue
cclouring (Gram-positive bacteria). Others lose the blue colour and are
stained by Safranine, taking a red colour (Gram-negative bacteria).

COLLECTION OF SAMPLES

Semples to be subjected to Gram staining are usually clinical material and
mizrobial cultures. The colonies to be subjected 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 flarme. Do not

overheat the sample when fixing. Other fixing methods may be used.

Staning
1. Cover the slide with the Crystal Violet Solution. Wait 1 minute,

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

3. Decolour with the Decolourant Solution 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.

5 Dry.

6. Examine the preparation under the microscope with the objective
for immersion.

INTERPRETATION OF THE RESULTS
The Gram-negative micro-organisms appear as red in colour.
The Gram-positive micro-organisms appear as biue in colour
Tne Gram staining makes it possibie to distinguish between:
o Gram-negative bacilli from Gram-positive ones:
¢ Gram-negative cocci from Gram-positive ones;
e Gram-negative coccobacilli from Gram-positive ones:
. Gram-negative diplococci from Gram-positive ones.

QUALITY CONTROL

Each lot of GRAM COLOR KIT is subjected to quality control using a
culture of Escherichia coli ATCC 25922 for the test for Gram-negative
bacteria (red colour) and a culture of Staphylococcus aureus ATCC 25923
for tre test for Gram-positive bacteria (biue colour),

LIMITS
. Gram staining provides a preliminary identification but does not

replace normal cultural studies of the sample.

Antibiotic therapy may make Gram-positive bacteria more

sensitive to decolouration, so that they appear pinkish-red instead

of blue.

Cells taken from young. 18-24 hour cultures have g 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 bacteria

constitutes a barrier which impedes release of the Crystal Violet-

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

negative bacteria contains lipids soluble in organic so/vents that

Liofilchem®

Via Scozia-Zona industriale - 64026 Roseto degli Abruzzi Tel. +39.085 8930745 - Fax

GRAM COLOR KIT

permit decolo‘pration of the cytoplasm. Hence, micrc-organisms
physically dejtraycd by an excess of hea® do rot react as

e Gram stain test.

expected to t

PRECAUTIONS

The GRAM COLOR KIT' package contains substances classified as
hazardous by current legislation. It recommended that the Safety Data
Sheets te consulted on their use. GRAM COLOR KIT is a kit fo- bacteria
staining, only for diagnostic use in vitro. It is intended for use in o
professicnal environment and must be used in a laboratory by adequately
trained personnel using approved asepsis and safetv methods fer dealing

with pathogenic agents,

CONSERVATION ][
Store GRAM COLOR K|

from sources of heat and avoid excessive chan
conditions the product GRAM COLOR KIT will

at 10-25°C in the original packaging. Keep away

ges of temgerature. In such

be valid until the expiry date

shown on the label. Do nét use beyond that date. Eliminate without using if
there are signs of deteriofation (changes in the colou- of the solutions or

bresence of substantial p ecip'tates),

DISPOSAL OF USED MiTERlAL

After use, the slides staingd with the GRAM COLOR KIT and any matenal
that has come into contac‘ with the sample must be dacontaminated and
disposed of in accordancg with the techniques used in the ‘aboratory for
decontamination and disposal of potentially infected material.

BIBILIOGRAPHY |

. Kruczak-Filipov, P., and R.G. Shively. 1992 Gram stain orocedure,
p.1.5.1-1.5.18. In H.0, Isenberg (ed.) Clinical Microbiology Procedures
Handbcok, vol 1. Amierican Society for Microbiology, Washington,

D.C.

¢ Murray, P.R. (ed.) 1999. Manual of Clini

cal F\McrobioJogy. 7th od.

Amerizen Society of Microsiology, V/ashingten, D.C.
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Translation from German

T

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 well 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: IC00016 038 17
The certificate consists of 1 page

This certificate incluces an annual examination of the QMS by IFTA AG, according to thg specified standars.

Berlin, 06.07.2017

e

™
| ( DAKKS
AL U LI - ‘ Deutsche
4 e — ‘ Akkreditierungsste'le
Prof. Dr. J6rn Karge D-ZM-16072-01-00
CEO c

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



Certificate

mdc medical device certification GmbH
certifies that

sifin

sifin diagnostics gmbh
Berliner Allee 317-321
13088 Berlin
Germany

for the scope

development, manufacturing and distribution| of
in vitro diagnostic medical devices for the productrLgroups:
blood grouping, bacteriological test reagents and culture nedia as well as
manufacturing of raw materials for manufacturing of
in vitro diagnostic medical 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 2018-10-23
Valid until 2021-10-22
Registration no. D1058700042
Report no. P18-00745-121758
Stuttgart 2018-07-16
7 = ?
s:f//‘ {'f L -

0 |
Head of Certification Body

(( DAKKS

Deutsche
Akkreditierungssielle
D ZM-16002.04 (¢

mdc medical device certification GmbH
Kriegerstraile 6
D-70191 Stuttgart, Germany ]
Phone: +49-(0)711-253597-0 !
Fax: +49-(0)711-253597-10
Internet: hitp://iwww.mdc-ce.de




sifin

EG-Konformitétserlkléirung

CE-Declaration de Conformité / EC-Declaration of Conformity

Nr./No. 103

Wir / Nous / We

sifin diagnostics gmbh,

Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass

€

déclarons sous notre propre responsabilité que / declare on our own responsibility that

das Medizinprodukt (VD).
le dispositif médical (IVD):
the medical device (IvD):

Anti-Salmonella At67 + Vi, omnivalent
Anti-Salmonella | (A-E + Vi)
Anti-Salmonella i (F-67)

Sonstiges Produkt |
Other device/Autre dispositif

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit foutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen:
Normes harmonisés appliqués:
Applied harmonized standards:

Konformitétsbewertungsverfahren:
Procedure d'évaluation de la conformita;
Conformity assessment procedure:

Gditig bis:
Valable jusquau:
Valid untit;

Berlin, 31.10.2018

DIN EN ISO 13485:2016, DIN EN 13612:2002.

DIN EN 13641:2002, DIN EN ISO 149712013,

DIN EN ISC 15223-1:2017, DIN EN ISO 181 13-1:2013,
DIN EN 1SO 18113-2:2013, DIN EN ISO 236402015

Anhang il
Annexe ||
Annex IH

2021-10-22

;
B
£ S

Dr. 1. Schwarz /| o
Sicherheitsl:>eauftragteﬁ fur Medizinproduk:e
Agent de sécurité /Safety|Qfficer

- S P
N - .

sifin diagnost?gs gmbh « Berliner Allee 317-32?- 13088 é;rrli}:aé'r;any

Phone +49-30-92 70 30-0 - Fax +49-30-92 70 30-30 » info@sifin.de + www sifin de



sifin

EG-Konformitétserklérung
CE-Declaration de Conformité / EC-Declaration of Conformity

(€
Nr./No. 110

Wir / Nous / We

sifin diagnostics gmbh,
Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass |
déclarons sous notre propre responsabilité que / declare on our own responsibility that

das Medizinprodukt (IvD): Anti-Shigella |
le dispositif médical (IVD): Anti-Shigella 1l
the medical device (IVD): Anti-Shigella Il

Anti-Shigella flexneri

Sonstiges Produkt
Other device/Autre dispositif

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit toutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN ISO 13485:2016, DIN EN 13612:2002,
Normes harmonisés appliqués. DIN EN 13641:2002, DIN EN I1SO 14971.2013,
Applied harmonized standards: DIN EN ISO 15223-1:2017. DIN EN 1ISO 18113-1:2013.
DIN EN ISO 18113-2:2013, DIN EN ISO 23640:2015
Konformitétsbewertungsverfahren: Anhang Il
Procédure d'évaluation de Ia conformita: Annexe I
Conformity assessment procedure: Annex i
Gltig bis. 2021-10-22
Valable jusqu'au:
Valid until;
cr (
Berlin, 31.10.2018 Dr. T. Schwarz {

Sicherheitsbeauftragter fiir Medizinprodukte
Agent de sécurité /Safety IOfficer

sifin diagnostics gmbh + Berliner Allee 317-321 + 13088 Boriin - Germany
Phone +49-30-92 70 30-0 » Fax +49-30-92 70 30-30 » infc@sifin.de « www sifin.de
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EG-Konformitétseyrklérunb
CE-Declaration de Conformité / EC-Declaration of Conformity

Wir / Nous / We

sifin diagnostics gmbh,

(e

Nr./No. 111

Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass

déclarons sous notre propre responsabilité que / declare on our own responsibility that

das Medizinprodukt (IVD):
le dispositif médical (IVD):
the medical device (IVD):

Anti-Shigella dysenteriae type 1
Anti-Shigella dysenteriae type 2
Anti-Shigella flexneri type 1
Anti-Shigella flexneri type 2
Anti-Shigella flexneri type 3
Anti-Shigella flexneri type 4
Anti-Shigella flexneri type 5
Anti-Shigella flexneri type 6
Anti-Shigella flexnéri group 3,4 {y)
Anti-Shigella flexnéri group 6
Anti-Shigella flexnéri group 7,8 {x)
Anti-Shigella sonnéi S-form (phase B
Anti-Shigella sonngi F-form (phase 1)
Anti-Shigella sonnei S- and F-form (phase I and 1)

Sonstiges Produkt
Other device/Autre disgositif

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit toutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen:
Normes harmonisés appliqués:
Applied harmonized standards:

Konformitatsbewertungsverfahren:
Procédure d'évaluation de Ia conformita:
Conformity assessment procedure:

Gultig bis:
Valable jusqu’au:
Valid until:

Berlin, 31.10.2018

DIN EN I1SO 13485:2016, DIN EN 13612:2002

DIN EN 13641:2002, DIN EN 1SO 14971:2013,

DIN EN ISO 15223-1:2017, DIN EN I1SO 181 13-1:201&,
DIN EN ISC 18113-2:2013, DIN EN iSO 23640:2075

Anhang HlI
Annexe [1i
Annex il

2021-10-22

Cr. T. Schwarz /. Co .
Sicherheitsbeauftragter fir Medizinprodukta
Agent de sécurité /Safety Officer

sifin diagnostics gmbh - Berliner Aliee 317-321 « 13088 Berlin - Germany

Fhone +49-30-92 70 30-0 » Fax +49-30-92 70 30-30 - im’o@siﬁndg‘ » www sifin. de



EG-Konformitatserklidrung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€
Nr./No. 104

Wir / Nous / We

sifin diagnostics gmbh,
Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own resgonsibility that

das Medizinprodukt (IVD): Anti-Salmonelia Group B
le dispositif médical (IVD): Anti-Salmonelia Group C
the medical device (IVD): Anti-Salmonella Group D

Anti-Salmoneila Group E

Sonstiges Produkt
Other device/Autre dispositif

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit toutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN ISO 13485:2016, DIN EN 13612:2002,

Normes harmonisés appliqués: DIN EN 13641:2002, DIN EN ISO 14971:2013,

Applied harmonized standards: DIN EN ISO 15223-1:2017, DIN EN IS0 181 13-1.2013,
DIN EN ISO 18113-2:2013, DIN EN I1SO 23640:2015

Konformitatsbewertungsverfahren: Anhang il

Procedure d’évaluation de la conformita: Annexe i

Conformity assessment procedure: Annex 1l

Giltig bis: 2021-10-22

Valable jusqu’au:

Valid until:

Berlin, 31.10.2018 Dr. T. Schwarz e

Sicherheitsbeauftragter fir Medizinprodukts
Agent de sécurité /Safety Officer

sifin diagnostics gmbh - Berliner Allee 317-321 » 13088 Berlin « (Bermany
Phone +49-30-92 70 30-0 » Fax +49-30-92 70 30-30 » info@@sifinde *www sifin de
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File No ATR241

N\

LORNE

LABORATORILS

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:
Product name | Catal ogue number |
Strep Test kit Ah‘ 860050 -

has been classified as non List A, non List B (Directive 98/79/EC, Annex I1)
and complies with the essential requirements and provisians 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:

e BS EN980:2008

* BSENISO 134852012
* BS EN 13612:2002

e BS EN 13640:2002

e BS EN 13641:2002

* BSENISO 14971:2012

* BSENISO 18113, parts 182

The conformity assessment procedure performed was in accordance with
Annex Ill 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 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Eolei =440 1 1e
Unitl Cutbush Park Industrpl Estate | Fav wig
Danehill, Lows- ¢ arley Cmaliinfolliommetabs oo

Berkshire RG64UT United Hingdor | www.lornelabs.com

5D 1 1485-2003; :SO G001:2008 OSSR FURFIVIES AR T T T T PR R R



45 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name | Catalogue numbers |
. 870050
Staph Test kit ’ 870100

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 SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

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

e BS EN 980:2008

* BSENISO 13485:2012

e BS EN 13612:2002

* BSEN 13640:2002

e BS EN 13641:2002

¢ BSENISO 14971:2012

* BSENISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex llI 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 2016.

f

Eddy Velthuis
Technical Director

Lo ne Laboratongs Limited Toledd 10 LiaGi fo
‘ oo Un tl Cutbush Park industial Eotate Fae A 101 11 STy
4”'_ { UY\\ Danehili, Lower Earley Emaittinfoitionmnelans.com
RE7Eoeo L_* Berkshire RGO AUT UnitediKingdom | www.lornelabs.com

425
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THE INTERNATIONAL CEFTIFICATION NEYWOR;(
www.ignet-cerification.com

1QNet, the association of the worig's first class
certification bodies, s the fargast provider of management
System Certification in the world.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries afll over the globe,

CERTIFICATO n.
CERTIFICATE No.

Sl CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM CPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via deifindustria, 12 ~ 35020 Arzergrande (PD) - Italia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana - 35028 Piove di Saccol (PD; - ltalia
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 (PQ) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 ~ Zona Industriate Tognana - 35028 Piove di Sacco (PD)- Italia
VACUTEST KIMA S.r.l. - Via dellIndustria, 12 - 35020 Arzergrande (PD) - (talia
VACUTEST KIMA S.r.i. via L. Da vinci, 22 Zona Industriale Tognana - 35028 Piove di Sacco (PD)- Halia

£ CONFORME ALLA NORMA /1S 1l COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Managsment System
PER LE SEGUENTI ATTIVITA / FOR THE FOLL OWING ACTIVITIES

EA: 14 -29

Progettazione e produzione di provette con vuoto predeterminato ad uso prefieve ematico, liquidi biologici e urine.
Produzicne di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per preli'evo sottovuoto.
Progettazione e produzione 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 diagnostici, terreni di coltura pe - microbiologia, articoli in(Flastica per

4264/4

laboratorio analisi, 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, bidlogical liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and p/(oduction of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liguids analysfs. Design anc
production of cuiture media for microbiology. Design and production of sterile needles and devices for cdllection of
haematological samples. Trading of the products of the Group: diagnostic kits, cufture media for microbiolpgy, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of molilds for plastic
labware Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla cocumentazione del Sislema di Gestione per la Qualits aziendate per I'applicabili:a dei requisti dells norma di rifermento
Raler to the documentation of the Quarity Management System for details of application to reference standard requirements
I presente certificato € soggetto a rispetto del documento 'CIM “Regolamento per la certificazione def sistairi & gesticne” e al relativo Scnema sgecifico
Thiz usc and the valicity of #is certificate shall satisly the requirements of the ICIM document “Rutes for the certification of company management systems” and siecdic Scheme.
Per ininrmazioni puntuall e aggiomale circa eventuali variazioni intervenute nefio stato della certificazione i cui &1 presente cerlificato,
5t prega di contatlere it n* telefonico +39 02 725341 o indirizzo e-mail info@icim it
For timely and updated information about any changes in the cartification siatus roferred 1o in this certificate,
please contact the number +39 02 725341 or email address info@icim i

Data emissione Emissione corrente Data di scadenza

Furstissue Current issue Expiring date

18/01/2007 18/01/2019 17/0112022
i ’r

) i
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CERTIFICATO n.
CERTIFICATE No.

S CERTIFICA 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 S.r.l. - Via Leonardo da Vingi, 24B — 26 — 28 — Zona Industriale Tognana ~ 35028 Piove di Sacco
MEUS S.r.l. - Via deflindustria, 2 - 16 - 35020 Arzergrande (PD) - Italia

4265/4

CISQ is a member of

*
L3

THE INTEFANATIONAL CERTIFICATION NETWORK,
www.ignet-cert fication.com

TQNet, the association of the worid’s first class
certification bodles, Is the Jargest provider of management
Systern Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries ail over the globe

(PD) - ltalia

ROLL S.R.L. - Via Leanardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana - 35028 Piove di Sacco (PD) | Italia
VACUTEST KIMA S.r.l. - Via dell'industria 12 — 35020 Arzergrande (PD) — ltalia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana -~ 25028 Piove di Sacco (PD} |- ltalia
£ CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD
Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29
Progettazione e produzione di provette con vucto predeterminato ad uso prelievo ematico, liquidi biologici e urine.

Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (¢camicie) per preli
Progettazione e produzione di kit diagnostici per I'analisi de! sangue e dei liquidi biologici. Frogettazione e
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi g
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli med

Design and production of test tubes with predetermined vacuum for collection of haematological samples, bi
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and p
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analys
production of culture media for microbiology. Design and production of sterile needles and devices for cd
haematological samples. Trading of the products of the Group. diagnostic kits, culture media for microbiol
disposable fabware, test tubes with predetermined vacuum and sterile needles. Design and production of mo
labware. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla decumentazone del Sistema ai Gestione per la Qualita azierdale per fapplicabilita def cequisiti detla norma di ri‘erimento
Referlo the documentation of he Quality Management System for delans of apphication to reference standard raquisements,

Per nformazioni puntuali e aggiomale circa eventvali variazioni intarvenute nello stato della certifizazione di cui al presenie certificato,
si prega di contatiare il n® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated informalion about any changes in the certification status referred o in this cartificate.
pleasa contact the number +33 02 725341 or email address info@iom it

Data emissione Emissione corrente Dala di scadenza

First issue Current issue Expiring dale
18/01/2007 18/01/2019 17/01/2022
Wi
\{1’; \ 9 4
ICIM S.p.A.
Piazza Don Cnrico Mapedi, 7!%;— 20099 Sesto Sar Giovanns MY

wiww icim. it
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