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l MEDHCAL DEVICE SINGLE AUDIT PROGRAM |

CERTIFICATE

No. QS6 071067 0007 Rev. 00

Anerica

Certificate Holder: Liofilchem S.r.l.
Via Scozia | |
64026 Roseto degll Abruzzi (TE)
ITALY

Certification Mark:

o 180 13448

= | Scope of Certificate: Design, Development, Manufacture and Distribution of
1o In-Vitro Diagnostic Medical Devices: Microbial Identification
4 and Antimicrobial Susceptibility Testing Systems,
b Antibiotic Minimum Inhibitory Concentration Test Strips,
iy Antibiotic Discs, Dehydrated and Ready-To-Use Culture
[+ 18 Media, Plasma Protein Determination Kits
IR ‘
ey
2
ﬂ}i{lj] - Standard(s): 1SO 13485:2018
4 %ﬁ Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
i g MHLW / PMDA. See attached for listing of specific
RBe regulatory requirements.
2 The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
¢ ) 4 manufacturer listed -above has been audited against the stated criteria and.found to conform to those
criteria for the scope of cettification listed. Validity of this certificate can be obtained by visiting the -
:"_' websne hitps:/iwww. tuev-sued de/product-testing/certificates
:g TOV SUD Amerlca Inc is an MDSAP Recognlzed Audltlng Orgamzatlon
= DUNS No: 43-534-2134
i k- )
o Effective Date: 2019-03-11
i
R Expiry Date: 2022-03-10
Page 1 of 3

Date of Issue: 2019-03-18 M'/

( Arie Henkin )
Manager, Certification Body MHS
TUV SUD America Inc.' 10 Centennial Drive Ste 207 » Peabody, MA (1860 USA « www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE ¢

CERTIFICATO

Si attesta che / This is to certify that

IL SISTEMA QUALITADI
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:
VIA SCOZIA SNC - ZONA INDUSTRIALE
1-64026 ROSETO DEGLI ABRUZZI (TE)

SEDE OPERATIVA:
OPERATIONAL SITE:

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

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

UNI EN ISO 9001:2015

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

Progettazione e sviluppo, produzione e commercializzazione di
dispositivi medico diagnostici in-vitro: terreni di coltura per
batteriologia, sistemi di identificazione e antibiogramma, kit per la
determinazione di plasmaproteine (IAF 12, 29)

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

(IAF 12, 29)
Per I'Organismo di Certificazione Validita /Validity
ACC RE D IA & For the Certification Body
HENTETEARLD R ECIDTAMERTO T Ly TOV ltalia S.r.l. Dal / From: 2019-02-11
a ;
SOQAN:049A Al/ To: 2022-02-10
Membro degli Accordi di Muluo Riconoscimento
A, IAF e ILAC
Signalory ol EA, IAF and ILAC Mulual i .
Recogniuon Agreemerits /
__ 3 Z SHE C> S Data em|SS|one / Issumg Date
/ Andrea Coscia 2019 02 11
Direftore Divisione Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2012-09-25

“LA VALIDITA DEL PRESENTE CERTIFICATO £ SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MES| E AL RIESAME COMPLETO DEL SISTIEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE®

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON fHE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS"

TUV Italia S.r.l.  Gruppo TUV SUD e Via Carducci 125, Pal. 23 » 20099 Sesto San Giovanni (MI)  Itafia » www.tuv.it
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CLOSTRIUDIUM perfringens (1.5.C.) Supplement

Selective supplement for the identification and enumeration of
Clostridium perfringens, according to 1SO 7937 and SO 14189.

ENGLISH

DESCRIPTION _ : v £ g
CLOSTRIDIUM perfringens (T.5.C.) Supplement is a selective supplement for the identification and enumeration of Clostrdium perfringens,

according to 1SO 7937 and 1SO 14189. CLOSTRIDIUM perfringens (T.5.C.) Supplement is added to CLOSTRIDIUM perfringens (1.5.C) AGAR BASE,
ref. 610207 - 620207. -

KIT CONTENTS
Each kit contains:
«  10bottles of lyophilised CLOSTRIDIUM perfringens (V.5.C.) Supplement
« 1 instruction sheet.

PRINCIPLE OF THE METHOD . i
CLOS'WRIDIUM perfringens (T.5.C.) Supplement contains the antibiotic D-cycloserine that inhibits the accompanying bacterial flora.

COMPOSITION il
CLOSTRIDIUM pe-rfringer;s_(f.-S.C-.) Supplement |

’ Content / bottle " Content/ liter of medium

lB—cyqloserine 200 mg 400 mg il

\

PROCEDURE FOR USE S L e EES ST : i

1. Aseptically reconstitute the content of a bottle of CLOSTRIDIUM perfringens (1.5.C.) Supplement with 5 ml of sterile distilled water. Shake until
completely dissolved avoiding foam formation,

2. Aseptically add the whole contents of one bottle (5 ml) to 500 ml CLOSTRIDIUM perfringens (T.5.C.) AGAR BASE*, (ref. 610207 - 620207),

autoclaved and cooled to 45-50°C
3. Mik with care and distribute into final containers as indicated in the instruction sheet of the medium being prepared,
#If desired, 50 m| Egg Yolk Emulsion, ref. 80219 can be added to the medium to detect lecithinase activity
(not indicated in 1ISO 7937 or ISO 14189).

TECHMIQUE AND INTERPRETATION OF THE RESULTS
Refer tF the technical sheet of the medium being prepared.

QUALITY CONTROL . i

1. Vigual inspection: white lyophilized, limpid colourless solution once reconstituted.

2. ‘Migrobiological control,

Inaculate prepared plates with the strains indicated below. Incubate inverted plates at 35 = 2°C for 18-24 hours under anaerobic conditions.

Microorganism Growth Color
Clostridium perfringens  ATCC® 13124 Good Black colonies
(with a halo if egg yolk emulsion has been added)
Ficherichia coli ATCC® 25922 Inhibited =
PRECAUTIONS :

CLOSTRIDIUM perfringens (T.5.C.) Supplement is not classified as dangerous under current legislation. For its use, it is anyway recommended to
consult the safety data sheet. This product is intended for use in a professional environment and must be used in the laboratory by properly trained
persornel, using approved asepsis and safety methods for handling pathogenic agents.

STORAGE -
Store CLOSTRIDIUM perfringens (T.5.C.) Supplement at 2-8°C in its original packaging. In such conditions it will remain valid until the expiry date
indicated on the label. Do not use beyond that date. Eliminate without using if there are signs of deterioration.

REFER;ENCES . i

»  Hauschild, A.H.W,, Hilsheimer, R., and Griffith, D.W. 1974, Enumeration of faecal Clostridium perfrigens spares in egg yolk-free Tryptose —
Sulfite - Cycloserine Agar. Appl. Microb., 27:527-530.

» ENISO 7937: 2004. Microbiology of food and animal feeding stuffs — Horizontal methad for the enumeration of Clostridium perfringens —
C(Iplony count technique.

. {S(P 14189: 2011. Water quality — Enumeration of Clostridium perfringens - Method using membrane filtration.

|
PRESENTATION ol - -
| Ik Y. . . . 1 e L Lt
- 3]
i PR _ - LI v
iCLO$TRlDILJM per'frfngf__-_rrs‘_(‘l‘.S.C_E Supplement _ 3 NS 81011 1 10 bottles

TABLE OF SYMBOLS e fet i T . = =

| B !
@ﬂ Batch code Do not reuse Manufacturer \Z; Contains sufficient for Tlen.w|?evrature ‘
| <n> lests . limitation |
Caution, consult
g Use by /!\ accompanying

Fragil i
ﬂ Catalogue number E Fragile, handle with

E

care
documents

| LIOFILCHEM®S.r.l.
' Via Scozia, Zona Ind.le - 64026, Roseto degli Abruzzi (TE) - ITALY Reg2/2102.2014

Tel +39 0858930745 Fax +39 0858930330 Website: www.liofilchem.net E-mail: liofilchem@liofilchem.net
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CLOSTRIDIUM difficile Supplement T

Selective supplement for the enrichment of the medium CLOSTRIDIUM difficile AGAR BASE
for the isolation of Clostridium difficite

DESCRIPTION = | ji ; e i fois
CLOS'I"RIDIUM difficile Supplement is a selective supplement for the isolation of Clostridium difficile, made of a una freeze-dried D-Cicloserin and
Cefoxitin mixture. CLOSTRIDIUM difficile Supplement is used for the selective enrichment of CLOSTRIDIUM difficile AGAR BASE medium code
610115 or 620115.

|

PACKAGE CONTENTS ' S R

Each package contains:
e 10 bolles of freeze-dried CLOSTRIDIUM difficile Supplement

o 1 in‘fslruction sheet

PRINCIPLE OF THE METHOD =~ A ! . i
The selectivity of CLOSTRIDIUM difficile Supplement, set by Levett, is due to the activity of D-Cicloserin and Cefoxitin which inhibit the growth of most
of Entefobacteriaceae, such as Enterococcus faecalis, stafilococci, Gram-negative anaerobic non sporigens bacilli and some strains of Clostridia

except fPr C. difficile.
COMPOSITION- | [ | i i -
| o ERREEE s SRS

CLOSTRIDIUM difficile Supplement

B e I D -
| : Content / bottle Content /| of medium
| Cicloserin 125.0 mg 250.0 mg
|Cef0xit_in 4.0 mg 8.0 mg |

T
TEST PROCEDURE . H o
1. Recé)nslitute aseptically the content of one bottle of CLOSTRIDIUM difficile Supplement with 2 ml of sterile distilled water. Shake until completely

dissolved, avoiding foam formation.
2. Add aseptically the entire content of one bottle (2 ml) to 500 ml of CLOSTRIDIUM difficile Agar Base medium code 610115-620115 autoclaved,

cooled at 45-50 °C and with the addition of 7% of defibrinated horse blood (in this case preferred to ram's blood).
3. Mix with care.
4. Distribute inle Pelri dishes.

TECHNIQUE AND INTERPRETATION OF RESULTS i : : il R -_

Refer to !}he technical documentation for CLOSTRIDIUM difficile AGAR BASE code 610115 or 6G20115.

QUALITY CONTROL o ;

1. Control of the appearance: freeze-dried product, white colour.

2. Microbiological control |

Prepare the plates using as base CLOSTRIDIUM difficile AGAR BASE code 610115 ar 620115 supplemented with CLOSTRIDIUM difficile Supplement

(1 botile in 500 ml of medium) and with 7% of defibrinaled horse blood. Plates are inoculated with the strains indicaled in the microbiological tontrol

table,

Incubation conditions: 24 h at 36 % 1 °C, in anaerobiosis.

lMicrobioJI gical control; o
i '

Control strains Growth ‘
Clostridium difficile ATCC 11204 Good
Escherichia coli ATCC 25922 | nhibite_d _

PRECAUTIONS i
The prodz!:cl CLOSTRIDIUM difficile Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Data Sheet
be consulled on ils use,

CLOSTRIDIUM difficile Supplement is a selective supplement to be used only for in vitro diagnostic use. It is intended for use in a professional
enw’ruannt and must be used In the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic
agents.

STORAGE = 3 S 5 i
Store CLd)STRIDIUM difficile Supplement at 2-8 °C in its original packaging. In such conditions CLOSTRIDIUM difficile Supplement will remain valid
until the e‘kpiry date indicated cn the label. Do not use beyond that date. Eliminate without using if there are signs of deterioration.

REEERENCE STRRITasiars o ST s

. I_evettl(‘1985) J. Clin. Pathol. 38, 233-234,

¢« Hall, 11‘ and O'Toole, E. (1935) Am. J. Dis. Child. 49. 390.

PRESENTATION i % . e S : _ : ] B LElES
[ |

REF
produet | | | B . -
CLOSTRIDIUM difficile Supplement | 81007 ; 10 bottles
One bcttle: is sufficient to prepare 500 ml of medium,
TABLE OF SYMBOLS NI ST 2/ B sl il i T il
! I} Vitro Diagnostic ‘ | . | \_z/ Contains sufficient for Temperature
i VD Mledical Device (\ Do ot reuse g Manufacturer <n> tests limitation

i ' - | = il ! Caution, consult

| I Fragile, ‘ E ;g /\ e
l REF Ci‘aiafogue number ‘ handle with care | Use by y ' accompanying Batch code ‘
‘ 1 - X " - -

documents i

|
LIOFILCHEM Bacteriology Products C€ IVD Rev.0 / 06.04.2005
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - Italy .

Tel. +390858930745  Fax +390858930330 Website: www.liofilchem.net E-Mail: liofilchem@liofilchem.net
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BRUCELLA Supplement Lo L-//vc@-;z,

Selective supplement for the isolation of Brucella spp.

DESCRIPTION

BRUCITILLA Supplement is a selective supplement for the isolation of Brucella spp from milk. The selective supplement is made of a freeze-dried
antibiotics mixture: Polymyxin B, Bacitracin, Cicloheximide, Nalidixic acid, Nystatin, Vancomycin. BRUCELLA Supplement is used for selective
enrichment of culture media Brucella Agar Base code 610079 or 620079, Columbia Agar Base code 610013 or 620013, Blood Agar Base N.2 code
610188 or 620188, Izt
KIT CONTENTS

Each kit contains:

+ 10 ‘bottles of freeze-dried BRUCELLA Supplement

* 1 Inpstruction sheet

PRINCIPLE OF THE METHOD e ] _ e

The slow growth of Brucella species requires the presence of selective agents inside medium that avoid excessive growth of contaminant
microarganisms present in the sample in examination. Polymyxin B is a broad-spectrum antibiotic, Bacitracin interferes with the synthesis of bacterial
wall and It is active mostly against Gram-positive bacteria, Cicloheximide and Nystatin have antimicotic activity, Nalidixic acid is an active quinolone

aagainst Gram-negative bacteria, Vancomycin inhibits the synthesis of cell wall in Gram-positive bacteria.

_COMF'DSITIDN T i i ! I : 1
I : BRUCELLA Supplement

| | Contents / bottle Contents / | of medium
— = = ! = . ot |
Polymyxin B 2500 Ul 5000 Ul |
Bacitracin 12500 Ul | 25000 Ul |
| Cicloheximide 50,0 mg 100,0 mg

Nalldixic acld 2,5mg 5,0 mg

Nystatin 50000 UI 100000 Ul

|Vancc}mycin 10,0 mg 20,0 mg

PROCEDURE FOR USE | SEETEERRS 3 e R :

1. Aseptically reconstitute the contents of one bottle of BRUCELLA Supplement with 10 ml of a solution of methanol and sterile distilled water in the
ratjo 1:1. Incubate at 36 + 1 °C for 10-15 minutes, Shake until completely dissolved, avoiding foam formation.

2. Aseptically add the entire contents of one bottle (10 ml) to 500 ml of Brucella Agar Base medium code 610079 or 620079, Columbia Agar Base
médium code 610013 or 620013, Blood Agar Base N.2 medium code 610188 or 620188, autoclaved, cooled at 45-50 °C with the addition of 10% of
Ingctivated horse serum and 1-5% of sterile glucose solution.

3. Mix with care.

4. Distribute into Petri dishes.

TECHNIQUE AND INTERPRETATION OF THE RESULTS ¢

Refer to the technical documentation for Brucella Agar Base medium code 610079 or 620079, or Columbia Agar Base medium code 610013 or

620013, or Blood Agar Base N.2 medium code 610188 or 620188.

QUALITY CONTROL

1. Caontral of the appearance: freeze-dried product, colour orange.

2. Migrobiological control.

Prepare the plates using as base BRUCELLA AGAR BASE code 610079 or 620079 supplemented with §% of inactivated horse serum and 1% of

sterile glucose solution, and enriched with BRUCELLA Supplement (1 bottle in 500 ml of mediurn). Plates are inoculated with the strains indicated in

the microbiological control table.

Incubation conditions: 48 h at 36 + 1 °C, in atmosphere with 5-10% of CO..

Microbiological contral i i - N A

Control strains | Growth
Brucella abortus ‘ ATCC 4315 Good
IStapHyfococcus aureus | ATCC 25923 Inhibited |
Eschéf‘i'chia coli 3 ATCC 25922 Inhibited |

|

PRECAUTIONS I

The pr“oduct BRUCELLA Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Data Sheet be consulted

on its Use.

BRUCELLA Supplement is a selective supplement to be used only for in vitro diagnostic use. It is intended for use in a professional environment and

must be used in the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic agents.

STORAGE . i

Store BRUCELLA Supplement at 2-8 °C in its original packaging. In such conditions BRUCELLA Supplement will remain valid until the expiry date

indicated on the label. Do not use beyond that date. Eliminate without using if there are signs of deterioration.

REFERENCES

*  Moyer, N.P., and L.A. Holcomb (1995). Brucella, p. 549-555.

* Va:ndarza‘nt, C.,and D.F. Splittstoesseri(ed.) (1992). Compendium of methods for the microbiological examination of food, 3rd ed. American Public
Health Association, Washington, D.C.

» Alton, Jones (1968). Lfa brucellose techniques de laboratoire. Geneve: OMS.

PRESENTATION Sliiee Eig E ;
| Prodbct [RE | v
'BRUCELLA Supplement 81003 | 10 bottles "
One botile is sufficient to prepare 500 ml of medium == " ]
TABLE OF SYMBOLS o
iV E : i vl AN SR =
In Vitro Diagnostic Contains sufficient for | Temperature
VD Medical Device ® Do not reuse “ Manufacturer i;; St limitation ‘
| . | Caution, consult ; | -__i
REF| Catalogue number ! E;?eg“e' bandle:with 8 Use by L ! \ accompanying Batch code |
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10kS pY BORDETELLA Supplement [eemea

Selective supplement for the enrichment of BORDET GENGOU AGAR BASE medium
for the isolation of Bordetella spp.

DIAGNOS

DESCRIPTION il

BC)RDE‘ETELLA Suppléme/ﬂ is a selective vs;upplement for the isolation of Bordetella pertussis and other species of Bordetella, made of Cephalexin
freeze-}dried. BORDETELLA Supplement is used for the selective enrichment of Bordet Gengou Agar Base medium code 610006 or 620006,

KITCONTENTS O R el Bl
Each ‘wit contains:

. 10ﬁbott[es of freeze-dried BORDETELLA Supplement

e 1 h‘wstruction sheet

l i B . L | e e
PRINCIPLE OF THE METHOD I ———

La Cephalexin is a cephalosporins is a broad-spectrum antibiotic, active against both Gram-positive bacteria and Gram-negative bacteria.

COMPOSITION s e i

BO EL I {
Contents / botlle Contents / | of medium
iCephg,ﬂexin 20.0 mg 40.0 mg |

|

PROCEDURE FORUSE | . B R AR S S

1. Aseplically reconstilute the contents of one bottle of BORDETELLA Supplement with 5 ml of sterile distilled water. Shake until completely
dissolved, avoiding foam formation.

2. Asbpﬂcally add the entire contents of one bottle (6 ml) to 500 ml of Bordet Gengou Agar Base medium code 610006-620006, autoclaved, cooled at
45L50 °C and with the addition of 15-20% of defibrinated ram’s blood.

3. Mix with care.

4, Distribute into Petri dishes.

TECHNIQUE AND INTERPRETATION OF THE RESULTS

| 3
Refer to the technical documentation for Bordet Gengou Agar Base code 610006-620006.

QUALITY CONTROL i : e =

1. Cantrol of the appearance: freeze-dried producl, white colour.

2. Migrobiological control,

Prepaﬁe the plates using Bordet Gengou Agar Base code 610006 or 620006 enriched with BORDETELLA Supplement (1 bottle in 500 ml of medium)
and with 15% of defibrinated ram's blood. Plates are inoculated with the strains indicated in the microbiological control table.

Jneubation conditions: 48 h at 36 + 1 °C.

Microbiological control

Control strains | Growth !
| Bordgtella pertussis ATCC 8467 Good
Bordatella parapertussis MDH 32472 | Good
Staphylococeus aureus - ATCC 25923 Inhibited
Escherichia coli ATCC 25922 Inhibited

PRECAUTIONS .

The p'roduct BORDETELLA Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Dala Sheet be
consulted on its use.

E!OR[ETELLA Supplement is a selective supplement to be used only for in vitro diagnostic use. [t is intended for use in a

professional environment;and must be used in the laboratory by properly trained personnel, using approved asepsis and safety methods for handling

patho;ijenic agents.

STORAGE

Store ‘BORDETELLA Supplement at 2-8 °C in its original packaging. In such conditions BORDETELLA Supplement will remain valid until the expiry

date indicated on the label, Do not use beyond that date. Eliminate without using if there are signs of deterioration.

REFERENCES i .

«  Bagrdet, J., and D. Gengou. 1906. Le microbe de la cogueluche. Ann. Inst. Pasteur 20: 731.

« |senberg, H.D. (ed.). 1992, Clinical microbiology procedures handbook, vol. 1. American Society of Microbiology, Washington, D.C.
* Regan J., and Lowe F. (1977) J. Clin. Microbiol. 6: 303-309.

PRESENTATION ; . = g i 1 RS
Product ' .

odlet | | ([ReF] | ¥ B
BORDETELLA Supplement 81013 | 10 bottles |

One bottle is sufficient to prepare 500 m! of medium

TABLE OF SYMBOLS L3 L

In Vitro Diagnostic ® . % Contalns sufficient for \ﬂ\ Temperature
VD Medical Device Do not reuse ‘ Manufacturer ‘ \E/ crevtashe imitation

; i Caution, consult
|REF| Catalogue number ! Fragile, ‘ g Use by A accompanying Batch code

handle with care documents

| il i
| LIOFILCHEM Bacteriology Products C‘: IVD Rev.0/ 06.04.2005
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - Italy

N T
Tel. +390858930745 Fax +390858930330 Website: www.liofilchem.net  E-Mail: liofilchem@liofilchem.net
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& TEGHNICAL SHEET
TS 610375

Rev.1/23.11,.2018
Page 3°0f 3

PRODUCT SPECIFICATIONS

NAME = .

Fraser Broth Base

Dehydrated medium

STORAGE
10-30°C

PACKAGING i B ;
[ Ref. Content- Packaging

[ 61 0375 500g 500 g of powder in plastic bottle

|_203?5 100g 100 g of powder in plastic bottle

pH OF THE MEDIUM

72202

USE

Fraser Broth Base is a liquid medlum used with supplements for the enrichment and enumeration of L monocy!ogsnes and L;srana spp
in food and environmental samples, according to ISO 11290-1 and I1SO 11290-2

TECHNIQUE g : ] by . AT AR bt
Refer to technical sheet of the product

APPEARANCE OF THE MEDIUM
Powder medium

Appearance: free-flowing, homogeneous
Colour: beige

Ready-to-use medium

Appearance: clear

Colour; amber

SHELFLIFE
4 years

QUALITY CONTROL
Control of general characterlstlcs label and print

2,  Microbiological control
Supplement: Half Fraser. Supplement
Incubation Condltlons 30 E 1°C 125 :t 1 h

Inoculum for productlwty 5100 CFU E

Microorganism . Spe‘cification |
Listeria monocytogenes serovar b WDCM 00021 Blackenmq of the medlum i

+ Escherichia coli WDCM 00013 - >10 colonies on O.A. Listeria Agar |

| + Enteracoccus faecalls WDCM 00009 J

Inogulum for selectivity: >10° GFU

Microorganism-_ - Specification
Escherichia coli . WDCM 00013 Total inhibition on TSA
Enterococcus fascalls WDCM 00009 <100 colonies on TSA

TSA: Tryptic SQy Agar

TABLE OF SYMBOLS i el . L

e | .
Batch M= Keep away from Fragile, handle with
code ‘ -:é_‘x- Sunlight Manufacturer Use by ! A
Catalogue Temperature - Contains sufficient . Caution, consult
number /ﬂ/ limitation for <n> tests instructions for use ® D
LIOFILCHEM®S.r.l.

Via Scozia, Zona Ind.le - 64026, Roseto degh Abru22| (TE) - ITALY
Tel +39 0858930745 Fax +39 0858930330 www,liofi Ichem com




A | 9- el N | A |
, M % {g | : Fra$er Supplement ENGLISH

Selective enrichment supplement for detection of
Listeria monocytogenes and Listeria spp. according to 150 11290-1.

s A EA

DESCRIPTION i S T R i S A S s SN R T T
Fraser Supplement consists of two distinct lyophilized supplements used for the preparation of Fraser Broth Base (ref. 610375, 620375). The
complete medium is used for the selective enrichment and presumptive identification of Listeria spp from food and environmental samples.
KIT CONTENTS - I i : :
Each kit contains:

» 10 vials of freeze-dried Fraser Supplement A
«  10|vials of freeze-dried Fraser Supplement B
= 1 instructions sheet

PRING | . T AlERI ik
Acriflavine and nalidixic acid inhibit the growth of the accompanying microbial flor
hydrolysis by Listeria spp. A blackening of the medium is the result of that reaction.

ds

e quE e
- i ik

i 5 g

COMPOSITION. B = T LA e I ot : \5d
Content / vial Content / liter of medium
Acriflavine 12.5 mg 25 mg [
Vial A
[ Nalidixic Acid 10 mg 20 mg
|Vial B Ammonium Iron{lll) Citrate 025¢g 0.5 mg
PROCED“REFOR USE : Al i T G e EENIEL: mEei A

1. Retonstitute aseptically the content of one vial of Supplement A and one vial of Supplement B, with 5 ml of sterile distilled water each.

2. Mik to complete dissolution and add aseptically to 500 ml of Fraser Broth Base. Autoclave and cool the medium at 45-50°C before the
addition of supplements.

3. Mix with care and pour into final containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS o oEe
Refer tp the technical sheet of the medium being prepared.

= : s i = 4=

QUALITY.CONTROL - il R il LSS . el
1. Visual inspection; both supplements appear as whitish button, limpid solutions once reconstituted,

2. Microbiological control,

Prepare the medium per label directions, Inoculate with the microbial strains indicated below and incubate at 30 = 1°C for 24 + 2 h.

Control strains Growth Blackening
L:‘s[erria monocylogenes serovar 4b  WDCM 00021 Good -
Escherichia coli WDCM 00013 Inhibited -

Entergcoccus faecalis WDCM 00009 Partially inhibited -

WARNING AND PRECAUTIONS ey e SEEsntleae = - - HIlE=i
Fraser Supplement contains substances classified as hazardous under current legislation; it is recommended that the Safety Data Sheet be consulted
on its (se. The product is intended for professional use only and must be used by properly trained operators.

STORAGE AND TRANSPORT CONDITIONS SR =10 i i - iR
2-8°Caway from light, until the expiry date on the label. However, our stability studies have shown that the storage or transport at 18-25°C for 4
days, or at 35-39°C for 48 hours, do not alter in any way the performance of the product. Eliminate if signs of deterioration or contamination are
evident.

REFERENCES | = e ;

+ 180 11290-1:2017. Microbiology of the food chain— Horizontal method for the detection and enumeration of Listeria monocytogenes and of Listeria spp. - Part

1} Detection Method.
« IS0 11290-2:2017. Micrabiology of the food chain — Horizontal method for the detection and enumeration of Listeria morocytogenes and of Listeria spp.— Part

2t Enumeration Method.
» EN ISO 11133:2014, Microbiology of food, animal feed and water — Preparation, production, storage and performance testing of culture media.

- Rapporta ISTISAN 96/35. ISSN 1123-3117. Metodi di analisi per il controllo micrabiologico degli alimenti.
. Normalisation Francaise, AFNOR (1993) VO8-55.

* Fraser, ).A and Sperber W.H (1988) |, Food Prot , 51, 762-765.
PRESENTATION | i i il 0 =~ |
Product Ref. Content

Fraser Supplement 81046 20 vials

One vial of Supplement A and one vial of Supplement B are sufficient to prepare 500 ml of medium.

TABLEOFSYMBOLS IR T = : i

L:Oﬂ ! e o Bimit reuse | Miarutsatine Caontains sulficient for <n> Temperature |
: tests } limitation |

| 2, 1 I Fragile, handle with j: Caution, consult

REﬂ RO e | ! care g Use by accompanying documents

e

LIOFILCHEM®S.r.1, Rev.1/23,11.2018

Via Scozia, Zona Ind.le - 64026, Roseto degli Abruzzi (TE) - ITALY.
Tel +39 0858930745 Fax +39 0858930330 www.liofilchem.com
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Half Fraser Supplement

Séiécti\}elsuéplemerjt-‘fqr}de_t‘ectibnf and enumeration of Listeria-monocytogenes
‘and Listeria spp. according to 1SO 11290 (Part 1 and Part 2).

DESCRIPTION e - b = £ ol
Half Fraser Supplement cansists of twao distinct lyophilized supplements used for the preparation of Fraser Broth Base (ref. 610375, 620375). The
complete medium is used for the selective enrichment and presumptive identification of Listeria spp from food and environmental samples.

K ICONTENTS S i SEidE i et s s o = s : '

Each kit contains:

«  10|vials of freeze-dried Half Fraser Supplement A

s« 10|vials of freeze-dried Half Fraser Supplement B

= 1 ifstructions sheet

PRINCIPLE OF THE METHOD AR > : U e =i
Acriflavine and nalidixic acid inhibit the growth of the accompanying microbial flora. Ammonium ferric citrate allows the detection of aesculin
hydrolysis by Listeria spp. A blackening of the medium is the result of that reaction.

o i

COMPOSITION | iRl _ T e e (% b L] e

i_ Content / vial Content / liter of medium
Acriflavine 6.25 mg 12.5 mg

Vial A ) .
Nalidixic Acid 5 mg 10 mg '

| S |

{Vial H-3 Ammaonium Ferric Citrate 025g 0.5 mg |

PROCEDURE FOR USE v_ e e —p —— e

1. Reconstitute aseptically the content of one vial of Supp'lement A and one vial of'Supplemeri:t B, with 5 ml of sterile distilled water each,

2. Mix to complete dissolution and add aseptically to 500 ml of Fraser Broth Base. Autoclave and cool the medium at 45-50°C before the
addition of supplements.

3. Mix with care and pour into final containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS SR

Refer tb the technical sheet of the medium being prepared.

QUALITY. CONTROL | s e R R D

1. Visual inspection: bath supplements appear as whitish button, limpid solutions once reconstituted,

2. Microbiological control.
Prepare the medium per label directions. Inoculate with the microbial strains indicated below and incubate at 30 = 1°Cfor 25+ 1 h.

L
S

Contyol strains Growth Blackening
Listeria monocytogenes serovar 4b  WDCM 00021 Good +
Escherichia coli WDCM 00013 Inhibited -
Enterpcoccus faecalis WDCM 00009 Partially inhibited -
WARNING AND PRECAUTIONS = . mnE ]

Half Fraser Supplement contains substances classified as hazardous under current legislation; it is recommended that the Safety Data Sheet be
consulted on its use. The product is intended for professional use only and must be used by properly trained operators.

STORAGE AND TRANSPORT CONDITIONS ] e ' i TR il
2-8°C|away from light, until the expiry date on the label. However, our stability studies have shown that the storage or transport at 18-25°C for 4
days, pr at 35-39°C for 48 hours, do not alter in any way the performance of the product. Eliminate if signs of deterioration or contamination are
evidenl.

REFERENCES = e e = : e a

= 150 11290-1:2017. Microbiology of the food chain — Horizontal method for the detection and enumeration of Listeria monocytogenes and of Listeria spp. - Part

1} Detection Methad.
$0 11290-2:2017. Microbiology of the food chain — Horizontal method for the detection and enumeration of Listeria monocytogenes and of Listeria spp.— Part

. Enumeration Method,
N 150 11133:2014. Microbiology of food, animal feed and water - Preparation, praduction, storage and performance testing of culture media.

|
2
E
*  Rapporto ISTISAN G6/35. 156N 1123-3117. Metodi di analisi per il controllo microbiologico degli alimenti.
Narmalisation Francaise, AFNOR (1993) VO8-55.

Fraser. J.A and Sperber W.H (1888) ). Food Prot , 51, 762-765.

PRESENTATION | S TR R DR
[ Product Ref. Content
| Half Fraser Supplement 81043 20 vials

One vial of Supplement A and one vial of Supplement B are sufficient to prepare 500 ml-of medium,

T T O

TABLE OF SYMBOLS _ Gl = I

| :
. ffici ook

FLOﬂ Batch code Bt e woAsmiifarier Contains sufficient for <n= Tlerll1pl__ratum
| tests limitation

[ Fragile, handle with : /_\ Caution, consult !
REE Catalogue number I dare g Use by accompanying documents ‘

LIOFILCHEM®S.¢.l. Rev.1 /23,11.2018

Via Scozia, Zorja In_d.le:-_:64026, Roseto degli Abruzzi (TE) - ITALY
Tel}+39, 08589 0745' Fax +39 0858930330 www.liofiichem.com
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LISTERIA PALCAM Supplement

Selective supplement for the isolation of Listeria monocytogenes.

DESCRIPTION

LISTEﬁ‘ElA PALCAM Supplement is a selective supplemento made of a freeze-dried mixture of Polymyxin B, Ceftazidime and Acriflavine to use as sup-
plement of the culture medium LISTERIA PALCAM AGAR code 610168 or 620168 for the isolation of Listeria monocytogenes.

KIT CONTENTS A B ' : 2

Each k|t contains:

o 10 vials of freeze-dried LISTERIA PALCAM Supplement

s 1 instructions sheet

|
PRINCIPLE OF THE METHQD

Polymy:xin B, Ceftazidime and Acriflavine contribute to the finale medium selectivity by inhibiting the growth of most of common bacterial species non-
Listeria spp frequently found in food. Polymyxin B acts against Gram-negative bacteria, Ceftazidime is active against Gram-positive and enterobacteria,

~

Acrifla\%ine inhibits many Gram-positive bacteria.

COMPOSITION = | i -5 S0 RN N R e S
LISTERIA PALCAM Supplement |

| Content / vial Content /| of medium ‘

| Polymyxin B 5.0mg 10.0 mg "

Ceftazidime 10.0 mg 20.0 mg

Acriflgvina HCI 2.5mg 5.0mg B

PROCEDURE FOR USE _ ; o ; _

1. 'Reconstitute aseptically the content of one vial of LISTERIA PALCAM Supplement with 5 ml.of sterile distilled water. Shake until completely dissol-
ved, avoiding foam formation.

2. Add aseptically the entire content of one vial (5 ml) to 500 ml of medium LISTERIA PALCAM AGAR code 610168 or 620168 autoclaved and cooled
at #5-50T.

3. Mix with care.

4. Dis;tribute into Petri dishes.

TECHNIQUE AND INTERPRETATION OF THE RESULTS
Refer ﬁ‘o the technical docurnentation for LISTERIA PALCAM AGAR code 610168 or 620168.

QUALITY CONTROL

T Con\!trol of the appearance: freeze-dried product, yellow colour .

2. Micrabiological control.

Prepaﬁa the plates using as base the medium LISTERIA PALCAM AGAR code 610168 or 620168 added with LISTERIA PALCAM Supplement (1 vial
in 500|ml of medium). The plates are seeded with the strains indicated in the microbiological control table.

Incubdtion condition: 24-48 h at36+1TC.

Microbiological control:

| [l 5 Control strains [ Growth
Ljsrer:."a monocytogenes ATCC 19111 | Good
Listerja monocytogenes ATCC 13932 Good
Escherichia coli ATCC 25922 Inhibited
Enfeﬁpcoccus faecalis ATCC 29212 inhibited

|
PRECAUTIONS

The p}oducl LISTERIA PALCAM Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Data Sheet be
consulted on its use.
LISTERIA PALCAM Supplement is a selective supplement 1o be used only for in vitro diagnostic use. It is intended for use in a professional
emriro'pmenl and must be used in the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic
agents,

|
STORAGE ; :
Store LISTERIA PALCAM Supplement at 2-8 <C in its original packaging. In such condit ions LISTERIA PALCAM Supplement will remain valid until the
expiry|date indicated on the label, Do not use beyond that date. Eliminate without using if there are signs of deterioration.
REFERENCES el

. V%n Netten, P. et al.,(1989). J. of Food Microbiol. 8:299-317.
o AENOR. (1993). Food Microbiology — "Detection of Listeria monocytogenes”. IDF Provisional International Standard n° 143. International Dairy
Federation, Brussels.

PRESENTATION i s ‘ SR :
| Prodi =
D R [ HESIE: 4
LISTERIA PALCAM Supplement | 81026 : 10 vials

|
TABLE OF SYMBOLS | _ X R g v

| ~ | In Vitro Diagnostic | Contair-m sufficient for ;n> Temperature
‘ IVD | \iedical Device ® Do not reuse | d Manufacturer :

<f

tests limitation |
. ! — = -
| Fragile, handle ' /E Caution, consult IILOT .
! @a Catalogue pumbser z with care g i ‘ ﬁ,' accompanying documents Batoh gode ‘
LIOFILCHEM Bacteriology Products c(' IVD | Rev.0/23.10.2005
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - ltaly - L -

Tel. +390858930745  Fax +390858930330 Website: www.liofilchem.net  E-Mail: liofilchem@liofilchem.net
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O.A. LISTERIA Supplement /.M’J’B )2

Supplement for selective enrichment of Listeria monocytogenes.

P
B
&
=
=

DESCRIBHON AR A SRR R R s SRR e
O.A. LISTERIA Supplement is constituted by 4 bottles of enrichment supplement, contalning  L-a-fosphatidylinositol, and 4 vials of freeze-dried -
selective supplement, containing Nalidixic Acid, Ceftazidime, Cycloheximide and Polymyxin B, to use for the preparation of the medium O.A, LISTERIA

AGAR (ref. 610601) for the detection of L. menocytogenes.
I CONTENTS s e i e R EE

Each kit contains:

« 4 bbttles (20 mL) of O.A. LISTERIA ENRICHMENT Supplement
e 4 v‘als of freeze-dried O.A. LISTERIA SELECTIVE Supplement
+ 1 Istruction sheet.

T 5

PRINCIPLE OF THEMETHOD ™ = ' B S r R &
The selectivity of the medium is due to the addition of antimicrobial selective mixture containing ceftazidime, polymyxin B, nalidixic acid and
cycloheximide. The specific differential activity is obtained by means a substrate (L-o-fosphatidylinositol) for a phospholipase C enzyme thal is present

A

in Listeria monocytogenes,
composiTion Tt Pl | A
L Content / bottle
_ L-o- fosphatidylinositol 1.04
B O.A, LISTERIA S TIVE Supplement B
1 fIL _ Content / vial
|”Nalidixic Acid ] . 1 ] 10.0 mg
| Ceftazidime 5 10.0 mg
| Cycloheximide [ i 250mg
| Palymyxin B 3 3 38350 U
PROCEDIREFORUSEIR R B s e o Cearte TR e R T
1. Aseplically add the content of 1 bottle of O.A, LISTERIA ENRICHMENT Supplement, prewarmed at 48-50°C, and of 1 vial of O.A. LISTERIA
SELECTIVE Supplement, reconslituted with 5 mL of a 1:1 mix of ethanol and sterile distilled water, to 500 mL of medium O.A. LISTERIA AGAR
(ref. 610601), autoclaved and cooled to 48-50°C.
2. Mix with care.

3. Distribute into the final containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS AT L= N
Refer tn the technical documentation for O.A. LISTERIA AGAR (ref, 810601).
QUALITY CONTROL = | e 4 R il . s S =

Microbiological control. _
Prepare the O.A. LISTERIA AGAR (ref. 610601) and inoculate it with the strains indicated in the microbiological control table. Incubate at 36 £ 1 °C for
24-48 haours.

! Control strains Growth 1 Characteristics |
| Escherichia coli ATCC 11229 Inhibited |
| Enterococcus fagcalis ATCC 198433 Inhibited '
| Candida albicans ATCC 10231 Inhibited | '
Listerrra monocytogenes ATCC 35152 Good | Blue-green colonies surrounded by an opague halo
Listeria monocytogenes ATCC 19111 Good Blue-green colonias surrounded by an opaque halo
Listeria innocua ATCC 33080 Good | Blue-green colonies |

'PREC‘\-U'TEE’;‘& S | il ] _ e A L

The kit contains products with dangerous substance according to directives 1999/45/CE and 2001/60/CEor for which exist recognized exposure limits,
For its [correct use consult the safety data sheet.
STORAGE : (ies o i : ks R el
Store 0.A. LISTERIA Supplement at 2-8 °C in its original packaging. In such conditions O.A, LISTERIA Supplement maintains Its validity until the
expiry date indicated on the label. Do not use beyond that date. Eliminate without using if there are signs of deterioration.

REFERENCES = R S TS T S T L g

O Ar{ult, 5., Bind, J.L., Delaval, Y., Dureull, N., Gillard, N., (2000) AFNOR Validation of the ALOA method for the detection of Listeria monocytogenes in

i -

- foqdstuffs. Colloque de la Societé Francaise de Microbiologie, Parls 19-20 Octobre, 2000,

o ISO 11200 /2 (Draft, May 2002) Microbiology of food and animal feeding stuffs — Horizontal methed for detection and enumeration of Listeria
mgnocytogenes. |

’ Otjaviani, F., Ottaviani, M., Agosti, M., (1997) Esperienze su un agar selettivo e differenziale per Listeria monocylogenes. Industrie alimentari, XXXVI,

luglio-agosto, 888.
PRESENTATION | . e igE ity e i E ]
T |
_p_roci+ct ) ) v n !
0.A. LISTERIA Supplement 81074 4+4 bottles
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DESCRIPTION |

MUP §

2l jﬁyl {Q Pﬁ% ‘9‘ ENGLISH
MUP Selective Supplement
S‘e"l’ect‘i_vé sppplémeht5fc_)'r"deté'ctign of bi,f_idp,bacteria in milk products.

-
|

elective Supplement is a selective lyophilized supplement used for the preparation of TOS Propionate Agar Base (ref. 610378, 620378). The

cnmplefte medium is used for the enumeration of bifidobacteria in milk and milk products.
KT CONTERNT e ' 58 R ERE R L R ’
Each kit contains:

« 10 vials of lyophilized MUP Selective Supplement
« 1 instruction sheet.

PRINCIPLE OF THE METHOD T & e e
Lithium-Mupirocin (MUP) inhibits lactic acid bacteria without influencing the growth of bifidobacteria.

Content / vial Content / liter of medium
Lithium-Mupirocin 25 mg 0.05g
PROCEDURE FOR USE | ; BT I IE SRR )
1. Redonstitute aseptically the content of one vial of MUP Selective Supplement with 5 ml of sterile distilled water.
2. Mik to complete dissolution and add aseptically to 500 ml of TOS Propionate Agar Base autoclaved and cooled to 45-50°C.

3. Mi

with care and pour into Pelri dishes.

NOTE:| After adding the supplement the medium is used immediately.

TECHNIQUE AND INTERPRETATION OF THE RESULTS

Refer t
QUAL

1. Visual inspection: whitish button, limpid colourless solution once reconstituted.

2. Mi

) the technical sheet of the medium being prepared.

TY. CONTROL i i

crobiological control.

Prepare the medium per label directions. Inoculate the plates with the microbial strains indicated below and incubate at 37°C for 72 h under

anperobic atmosphere.
Contrpl strains Growth Colony Colour
Bilidopacteria animalis ATCC® 27536 Good White
subsp| factis
Lactobacillus casei ATCC® 393 Inhibited -
PRECAUTIONS ; e T e g

The pr

as dan

bduct does not contain hazardous substances in concentrations exceeding the limits set by current legislation and therefore is not classified
serous. It is nevertheless recommended to consult the safety data sheet for jts correct use, The product is intended for professional use only

and must be used by properly trained operators.

STORAGE AND TRANSPORT/CONDITIONS " 00 el = i
2-8°C hway from light, until the expiry date on the label. However, our stability studies have shown that the storage ar transport at 18-25°C for 4
days, or at 35-39°C for 48 hours, do not alter in any way the performance of the product. Eliminate if signs of deterioration or contamination are
evident.

REFERENCES |

+ IS0 29981/IDF 220: 201 0. J’\A'ilk.pmducts - Enumeration of presumptive bifidobacteria - Colony count technique at 37 degrees C.
«  Zitz, U., Kneifel, W., Weiss, H., Wilrich, P.-Th. (2007) Selective Enumeration of Bifidobacteria in Dairy Products: Development of a Standard

Method. Bulletin Int. Dairy Fed. 411: 3-20.

« SO 7889/DF 117:2003. Yogurt - Enumeration of characteristic microorganisms - Colony-count technique at 37 degrees C.
Product Ref. Content
MUP |Selective Supplement 81101 10 vials

One vial is sufficient to prepare 500 ml of medium.

TABLE OF SYMBOLS
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|
Contains sufficient for <n> | Temperalure
tests limitation

- . Fragile, handle with® | Caution, consult
[E:l Catalogue humbe I care g s biy i A accompanying documents

LIOFILCHEM®S.r.l, Rev.0/07.08,2018

Via Scozia, Zona Ind.|é - 64026, Ruseto degli Abruzzi (TE) - ITALY
Tel +39 0858930745 Fax +39 0858930330 www.liofilchem.com




BUWAPLOIBWI POy

w3 JoU'WIAYDIYOI MMM 31ISGIM DEEOE6ESH0 6E+ X84 Sb/OE6BSBO 6E+ IPL U BB ow-3 30U WSIILON MMM 1D}STIM GEE0E63580 6E+ X2d ShLOE6RSE0 BE+ 1L
ATVAT - (3L) 1zznqy 162p 01250y ‘97019 - SIPUJ BUOZ "2iZ005 BIA ATYAI - (31) 1ZZ00gY 11B3p (13504 '970b - 3]'PUl RUOZ ‘212005 BIA

[aAll 3D : 1'I'S oWIHDTIHOT fan] 2D T4'S gWAHITIHOIT

+a010 u) suoljenBal [200] PuE [euoljeu ay; 0] Buipiosde Jno pajied 5q ISnW 3)sem Jo lesadsiq
i 31SVM 40 1vS0dsIa

-siojeseda pauen Apadod Ag pasn sqisnw pue duo asn apsoulep egm o

o) pauBisap s 1onpId 3y "9SN 1991102 SYf 10} 132YS B1EP A13JES 2y} HNEUnD o PAPUTLILCDE: SSABUAREL S| | rerorebuep g8 payissEn
Jou s1 310)818Y) pUE UoelsIBa] 1ua1ND AG j8s shul| 8y} Buipssoxa sucHERUEILCD U} SESURISINS SAORUETEL UIEUDS 10U Sa00 janpoud ay g
: X ; SNOLLNYOIHA ONY SHINSYM

Wby

woy Aeme 0,8-z )¢ sajeld paiedaid 31015 JUSPIAG A1e LONEUIWEIUGD 10 UofeIona)dp Jo subis |un 1 (#gef 3u ua siep Andxa ) aiojeq
11 9sn pue paso ARYBN Jauleluod [eulBuc sy ut JuawuiAua AIp B Ul "D,0€-0) 18 sapmod ay) alos 'adoosmbAy Aan S sspmad 3y L
SNOILIGNOD L¥OdSNYHL ONV SOWHOLS

(22011 1) WNIpa g S,bury pue Yioig apIWEIaoY ‘I$9) asepixo oy} Buisn

Aq wiuoD ‘esouibnise seuowopnasg aAjdwnsaid se 935310n| Jou Op jBY) S31U0|0d PajuaWBId-UoU UMAIG-YSIPPaI JBYIO |8 JUNOD -
(rpivz J21) woig

apiweleoy Buisn Aq ULLUDY ‘esouibruse Seuowopnasd aAdwinsaid se 83sa1on) Jey) seiuo(od Bumnpasd wwefaodd-uou jle Junod -

-esouibniee SEUOWIOPNaS PawYuod Se Juawbid anjg-usaib sy} aanpcdd jely) saluojua e junoy -

‘4 8-0F PUB Y $2-0Z SOUE Bl A 19pUN 35USS3I0N} PUE UmOoIB Jop sEBy ND UD SEUBIGUISW Sulwex]

-dds SPUOIOPNSS Se PawIiUDd a1E (£008E 10 £0088 ‘62088 124) AL \sod asepsn pue (ZOTER

Jo1) SI8JUBLLIB, H300N|B-UDU JNS3I YolYM SSIUGIDY “ddS SELoWOopNasy 19adsns aie 1eby dd 10 Jeby J43 ks ut uwoul sauoos iy

£ | R i § SIS S0 NOLVISHdEILIN

SN0y §4~0F 104 0,2 F OE 1€ A||eaIqoIse 3)eqnou] |poylSw usel|y Suelquaw ay) Buisn Aq wnipaw syj sje|Noou|
TeBY N Seuowopnasd

‘sribjulsel sieid peaxds ay) Blasn Ag winpsw =y spejnoou)
Ty oo SEUDWOesy PUE by 45 seuniopnasg

sunoy G 0y dn 10} O} F GZ 1€ Ajjesiqoise 3jegnau

3NDINHDOAL

*S3YSIP 1)ad Ul Jnod pue [|sm XIA

Juawaiddng NO Jo (W F) SIeiA Z 30 1usjuod pajelpAyal ppe ‘Alleaydese TRDY T SEOOLOE o eregaid 01
quawaiddng dd Jo (Jw g}) StelA Z Jo Juajuod psjelpAyal ppe ‘Alleandsse TEOY dg SEU0WOnTaE] siedaid 0]
uawaiddng D49 40 (W ) S[ElA Z 40 UsjU0D pajelphys) ppe ‘Aleandese TEEY Od0 5 1 WIE0EI0 OF

5,06-GF 0] dn |00 "SSINUILI |, J0] D,LZL 1€ SZNSS “PaAEsEn AEsidwnd

hun axeys pue |1og o) m:.__m_ uawaiddng 10139415 4O |l 0L PPY “JSIEM PI}INISIP JO PAZILOIAP JO I3 | U Japmod Jo B +'7¢ puadsng
i R - NOILVHV 3k

“(1eBy ND) esourbruee seuowopnasy 10 ‘(1e8y dd pue 1eBy 040) epedas euspjoung Buipnjour

'dds SEUOLIOPNSSY Joj BATOBISS SBLICSaq WNIPAW 3U} SUOKIPUOD uoyeqnoul pue Juswaiddns aaosles ajelidaidde au; jo asn Ag
PIoY SIXIPIEN PUE SPIWLISD SuIgjueo Juawalddng ND

O UoIuag pue (uPAWeleN) uBLewd Suieuod Juawalddng dd

“UIpLIOJEJBD) PUR PIoY DIPISNS 'SPILLIA] SUIEIUOD JUaWaIddNS D40

eAo0Ad Bupueyus a0inos ABisue pue uogies e saiddns (,Z008 -j21) Jupwe)ddng (0180419 Yim uogeuawsiddng
-Juabe Buik)pios ayj s1 186y "uogonpoxd uefooAd ajowoid spuOjYd WNISBUBEW PUE BlENS WNISSejod ‘ywmoib
stwisuebo Joj SUBL)NU JBYI0 PUE SUIUBYA ‘S|BIaUIL ‘U0GIED usbonu ‘spioe oulwe apiaoid 3jesAj0IpAY ulesed pue aucjdad upeg)
" - 4 btz ; 5 e - T TN

‘uonanpoid

~aribiuYyds) UoHEU BUBIGLIBW BU) BUISN Aq SSiduIES e/ Ui 8S0uIENise SBLOWOPABSH JO UOJEIRLINUS DU UOIDBIER 24 1o

99791 OS! 10 SUCEPUBWIWIOIB] B} Yim S311dwod wnipaw a4t (90018 -Ja1) Juaws(ddng (SEUOWOPNAS) NO Yum pajuswalddns usym
~s1onpold YW PUB Y| Ul ddS SBLOLIOPASSY 10 UOHEISWINUS PUE UOIR|OS! 34 J0) 6S0LL

SL/OSI 0 SUOHEPUSWODAS B3] Ylish S3dWI0d Wipsw 3y} (£6018 Ja.) Juswajddng (seuowopnasd) dd Him paiuswaddns Laym

*SISPOIG 81 pue Teoll Uf ddS Seuowopiasy j0 UOJEISWINUS PUE U0RIS]3p 34 20f

04ZE1L OS]40 SUONEPUBWIWIODR] DY) Yjim S3I|IdWOD WNpa av} (8018 104) uawalddng (seuowopnasd) 040 Uim pajuswa|ddns uayp
i i *sUAWINadS jeajulo pue So|dWes [BjusWUAUS Fa|Em 'Siarpoid

Aujep pue jeaw woyy dds SEUOWEENSS JO UOIIE|OS! BAIDALES Y] 10 SJUBWR|ddNS Yiim pasn Wnpow e 51 oseq sefiy seuDWOpnESd

NOlLdiHa53a
D.5218ZCF 'L Hd jeulg
0'sl Jeby
"S9:p1 “JoIgoIal °r “udr “esoutBnioe vl snoIpAyuy ‘apuolyD whissubely
- "d 10 UDIE|OSI-AID3[RS-3Y) 10} WNipaw Bune|d-aamydsjes mau v “1ebe spruinad proe JIXIpleN (0261) oj0WOUT "S_pue. g 0105 . 001 - snoipAyuy '21BjNS WNISSE0d.
b 0/9-198:81 RS 7jnod g “abeiods : T Y
Jeaw Anod yjim paleI20SSE SeUOWOPNasd J0 UONE|os] pides 3y) 10} WNPaw 2A19919S v (2/61) SWepy "pmg pue "0'o ‘peay - Oiok aesAlopAH ulsed
-dds seuowopnasy jo uonesdwnug — spnpo:d jesw pue jeay 'Ge6L:I0ZLEL OS¢ oot auoidag upelao
“uopesy sueIquaws Aq ESouBnIsE SEUOLLIOPNASJ jO LOJRIBWNUS pue Uoloa)aq — Allenb Jejepy '8002:9529) OSINT INA - i 1/6) ; VINANOL4 TYIIdAL

*dds SEUoWOPNasH JO UDNIEISWINUS 3y) 10] POYISIN — SianpoId i pue YN (5002 1522 Wa/3l) 60026501 L SLIOSH -
‘B1paw anynd

e poo) jo ABOIOIGOIN YLOZEELLL OSINT  +

‘ [ERINENEEED]

‘99291 OS| PUe 6501 | SL/OSI '0Z2EL OS] 0 Bulpioooe 'dds Seuowopnas4 JO UOeIawnua Pue UoKO3]1ap 10) WNIPBW aAjo2|9g
asegq Jeby seuouwopnasd

Jo Buysa) sourwiopad pue abeios ‘uonanpaid *uonetedaly — s9jem pue pas; e

€40 Z abeg

EECEE £10 | abeg I-%
b A A R — =1 S10Z°ZLZ0 f A3
120013 SL m : o FI00RT 51 —————= |@ —
=

133HS TVOINHO3L 133HS TVIINHOAL

sF X



PRI Hhau-3 PUURAPICI MM TYSGIM_ OEEOEE8SE0 6L+ Xed ShL0EGRSSn 65+ BL
ATV~ (21) zriqy 11E9p TRS0Y “970v9 = 3 PUL BUGZ 'efz005 A

3D T2'S oWIHITIH0I

1 sisa <us> ._.,8 . uonewy EnE_.E NL
JUSIOINS SUMEILCD' ainjeiedwe |- _ anBojeted EE}

ekea b |, e “eolraq |ESIPal 8p00
_. yim apuey ‘opBerd i Aqesn m _ leinjRynuey , oysouBelq ol Uy _H: yoteg _P_.llm_

STOENAS 40 F18YL

‘asn 1o} SUOJIMLLSUL
asnax jou og @_ Jnsioo ‘uopnes

pajqyui €L000 WOaM 1o eftjouayasy
pauqul 28000 NOOM | Sifeoagy SnI2030sNT
peog ¥2Z000 WOOM * esouiniee SEUOLIOPHasSd
WMo ' wisjueBio0iajN
S|SDIqOIE U] 'D,Z F OE I Y BY-Gp 'SUCIpUcy uocheqnou| TEDY ND Seuswopnasg
peyqiyul . ZL000 WOaM . - 402 epgoueysy
paog GZ000 WNOAM * esoubruge Seuotopnasy
poon * GLLOD WOQM Suaosalony SeuWOpnasd
Ypmorn kS wstueBioosaly

s1soigoioe Ul ‘9,4 I521R YT T 9 SUORIPUOD uogeqriou| Teby gJ SeUouIopnasd

pauaigul - 21000 Woam . jooemousiosy
paoo . 91100 WOGM 16ey seuowopnasd
pooo 51100 WOaM suBsalony seuouiopnasd
S Wmorg . Em.:mu._oo._u_s_

m_mo_no._mm WO F mN ¥2 4 80P :SUogIPUOD :o_«mn:uz_ TE6Y O3 ouu mm_._olmEou_._ 5d

N0 ;0401 Al
14D 00105 :AuARORpoid Jaj winjhoou},
|oguos exiBojoiqaiay  E
ad pue jege '$agsiiaeieyn _Eocu..m joeguon L
TIOMINGD ALNYAD

sieak y
A4M473HS

JAQWIE JIRTIe0
Juassajeds Anydys isousieaddy
S0 ST o AREss

abiaq by Jnojon

‘Buimoy-aay eougieaddy
WAES0 JSpmtg

WIIG3N FHL S0 IONVEVIDY

jonpoud By} Jo 19BYS [EoyDS) of Jaey
SADINHOFL

suUBLIads [EFUIP JO UONBUILEXS
241 1oy 0S|E pasn aq ued Whipaly s11 "00Z0) OS] PUE G501 SUOSI0ZAEL 0F1 0 Bujpicooe ‘sedwes [ESwUOIALS SSlEm ‘SPnpod

Ajep pue (e Loy dds o O Lo 1 BAFEES 8L Jo] 5] (NS Y pasn Whipai: 2 S| ss2g ._mm«. SEUDLLOPNESH
- 3sn
TOFLL
WIGSW 3HL 30 He
agee|d 1| sepwad jo B ool | Bodl | 140023
6005 | 140018
_| Bu|Beyoed Em:.ou. _||| EE
== SNIoVOYd
d.08-04
FOVHOLS

wripaw paIEpAyEd
NOUVINISIE

sseg iely sEUDWOPRaSY
=L

£io g obey
S102ZLT0/ TABY

0TS

133HS TVIINHO3L




Aot M prd

CN (Pseudomonas) Supplement

Selective supplement for the isolation of Pseudomonas aeruginosa

-
_!Zf
=
&
g
=

DESCRIPTION TR e il e ey g e il L i SR, e
CN (Psiaudomonas} Supplement is a selective supplement for the isolation of Pseudomonas aeruginosa, comprising a freeze-dried mixture of Cetrimide
and Nﬂlidixic Acid. CN (Pseudomonas) Supplement is used for selective enrichment of PSEUDOMONAS AGAR BASE medium code 610071 or
620071,

£ ! MEmELE) )
KIT CONTENTS ] o e
Each kit contains:
= 10 bottles of freeze-dried CN (Pseudomonas) Supplement

» 1 linstruction sheet

PRINC'JIP'L-'?E OF THE METHOD T O Ea 5 [[E5H: ' e . .
CN (Pieudomonas_} Supplement Is recommended for the selective isolation of Pseudomonas aeruginosa. The formula for the supplamentl was

T Bt g

TR I : A s

described by Goto and Enomoato who demonstrated that the addition of nalidixic acid at a concentration of 15 pg/ml with the anionic surfactant
cetrimide at only 200 pa/ml, Increased the efficiency of the medium. '
c nas leme i
Contents / boltle ' Contents /. of medium <‘
| Cetrimide 100.0 mg 200.0 mg
| Nalidixic acid 7.5mg 15.0 mg !
PROCEDUREFORUSE = : A ; T

1. Asépt’ically reconstitute the contents of a bottle of CN (Pseudomonas) Supplement with 2 ml of a solution of sterile distilled water and ethanol in the
ratio 1: 1. Shake until completely dissolved, avoiding foam formation.

2. Aseptically add the entire contents of a bottle (2 mi) to 500 ml of Pseudomonas Agar Base medium code 610071-620071, supplemented with & ml
of Glycerol Supplement (code 80021), autoclaved and cooled to 45-50 °C.

3. Mix with care.

4. Distribute Into Petri dishes.

QUALITY/GONTROL /10 ;
1. Control of the appearance: freeze-dried product, colour white.
2. Migrobiological control.

Prepare plates using as base PSEUDOMONAS AGAR BASE code 610071 or 620071 supplemented with Glycerol Supplement (code 80021, & mlin
500 ml| of medium) and with CN (Pseudomonas) Supplement (1 bottle in 500 ml of medium). The plates are seeded with the strains indicated in the
microbiological control table,

Incubation conditions: 24 h at 36+/-1°C.

Microbiological contral

Control strains Growth
Burkhplderia cepacia ATCC 25609 Partially inhibited
Pseudomonas aeruginosa ATCC 9027 Good
| Pseudomonas aeruginosa ATCC 27852 Good [
| Pseudomonas putida ATCC 12633 Gaood |
| Staphylococcus aureus ATCC 25923 Inhibited
| Protetis vulgaris ATCC 13315 Partially inhibited

PRECAUTIONS 011 A TE RN Al [ e s S e el i S B

The product CN {Pseudomonas) Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Data Sheel be
consulted on its use.

CN (Pseudomanas) Supplement is a selective supplement to be used only for in vitro diagnostic use. It is intended for use in a professional
environment and must be used in the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic
agents. )
STORAGE g ey b : . SRR LSS : : |
Store 431\1 (Pseudomonas) Supplement at 2-8 °C in its original packaging. In such conditions CN (Pseudomonas) Supplement will remain valid until the
expiry date indicated on the label. Do not use beyond that date. Eliminate without using if there are signs of deterioralion.

REFERENCES ! ' e o i =l o r

+  King, E.O., M.K. Ward, and D.E. Raney|(1954). Two simple media for the demonstration of pyocyanin and fluorescin. J. Lab. Clin, 44, 301,

+ Ggto S. and Enomoto 8. (1970) Jap. J. Microbiol. 14: 65-72.

»  Lowbury E.J. And Collins A.G. (1955) J. Clin. Path. 8: 47-48.
PRESENTATION S SIS
|

L

i prodyct W
| CN (Rseudomonas) Supp-’en;en_!‘ [ | 15 bottles
One botile is sufficient to prepare 500 mi of medium N K
lTABI..,!E-‘OF-'SYMBOLS_f ] = el LEELAg . - dhl
| In Vitro Diagnostic \x/ Contains sufficient for Temperature
VD Medical Device ® Bo not reuse “ Manufacturer <n> tests limitation
. i Caution, consult | ;
|RE ﬂ Catalogue number _l'_ E;?g'le’ hanflle with E Use by accompanying ' Batch code
documenis ‘
LIOFILCHEM Bacteriology Prodqcts c€ VD Rev.0/ 06.04.2005
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - ltaly

Tel. 390858030745 Fax +390858930330 Website: www.liofilichem.net  E-Mail: liofilchem@liofilchem.net
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NOVOBIOCIN MKTT Supplement

Selective supplement for the detection of Salmonelia spp.

DESCRIPTION S |00 1SS A A= L S :

NOVOBIOCIN MKTT Supplement is a selective -supplement for the detection of Salmonella spp, used for enrichment of MULLER KAUFFMANN
BROTH BASE cod. 610239 or 620239.
KIT CONTENTS T DL S

Each kit contains:

+ 10 Pottles of NOVOBIOCIN MKTTSupplement freeze-dried
° 1 Instruction sheet

PRINCIPLE OF THE METHOD -
Novobi(})cin is an antibiotic elfective against both Gram-negative and Gram-positive bacteria.

COMPOSITION = DliEs RS O AR IE S S N S il R S
| NOVOBIOCIN MKTT Supplement T
| ' - . ] : L’Jonrenfs-/bofue B . C()ntfents/lofhedium ! 71
Nevabion, I T R T " 400mg X

i |
PROCEDURE FOR USE v j I '
1. Reconstitute the contents of a bottle of NOVORIOCIN MKTT Supplement aseptically with 5 ml of sterile distilled water. Shake until completely

dissolved, avoiding foam formation,
2. Add the entire contents of a bottle (5 ml) aseptically to 500 ml of MULLER KAUFFMANN BROTH BASE cod. 610239 or 620239, boiled, cooled to

45-50°C and added with IODINE MKTT SOLUTION.
3. Miy with care.
4. Distribute into sterile tubes.
TECHNIQUE AND INTERPRETATION OF THE RESULTS .
Refer t‘b the technical documeniation of MULLER KAUFFMANN BROTH BASE cod. 610239 or 620239.
QUALITY CONTROL - . '
1. Cohtrol of the appearance: a white freeze-dried product.
2. Microbiolegical control,
Preparg the tubes using as base MULLER KAUFEMANN BROTH BASE cod. 610239 or 620239 enriched with NOVOBIOCIN MKTT Supplement
(1 bottle in 500 ml of medium) and IODINE MKTT SOLUTION. The tubes are seeded with the strains indicated in the microbiological control table.
Incubation conditions: 24+ 3hat37 +£1 °C
Microbjological control i > i AW

| Control strains | Growth
| - - - - - = SP— —— 1 - S |
| Salmanslla typhimurium ATCC 14028 Good '
| Escherichia coli ATCC 25922 | Inhibited

Salmanella seftenberg ATCC 10384 | Good

PRECAUTIONS s

The product NOVOBIOCIN MKTT Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Data Sheet be
consulted on its use.

NOVOBIOCIN MKTT Supplement is a selective supplement to be used in a professional environment and must be used in the laboratory by properly
trained personnel, using approved asepsis and safety methods for handling pathogenic agents.

STORAGE . - ;
Store NOVOBIOCIN MKTT Supplement at 2-8°C in its original packaging. Keep away from sources of heat and avoid excessive changes of
tempel;'ature. In such conditions NOVOBIOCIN MKTT Supplement maintains its validity until the expiry date indicated on the label. Eliminate without

using i‘f there are signs of deteriaration.

REFERENCES

’ | DeSmedt, Bolderdijk, Rappold and Lautenschléeger. 1986. J. Food Prot. 49:510.

. | Dusch and Altwegg. 1995. J. Clin. Microbiol. 33:802.

. | Aspinall, Hindle and Hutchinson. 1992, Eur. J. Clin. Microbiol. Infect. Dis. 171:836.

PRESENTATION - 3 i : R S TR
‘ Product ‘ W

' NOVOBIOCIN MKTT Supplement p 81073 B 10 bottles 3

One bpttle is sufficient to prepare 500 ml of?nediu;n
TABLE OF SYMBOLS £ |

Temperature

LOT X @ \Z/ Contains sufficient for ‘
] Batch code i~ Do not reuse Manufacturer [ | limitation |
REF z ; | g | Caution, consult |
‘—;n Catalogue number ';;?2”8' el Use by i ! \ accompanying
i [ | | documents
Rev.0/ 07.07.2009

LIOFILCHEM s.r.l.
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - ltaly

Tel. +390858930745 Fax +390858930330 Website: wwy.liofilchem.net E-Mail: liofilchem@liofilchem.net
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y. Tween 20 Supplement
Supplement for the enrichment of culture media.
DESCRIPTION. b i L i

Tween
Chroma

20 Supplement is

KIT CONTENTS

Each kit contains:

Bottles of Tween 20 Supplement
1 instructions sheet

e ok
G Al

PRINCIPLE OF THE METHOD

a nonionic surfactant derived from sorbitan ester, used for the preparation of TAT Broth Base
tic Salmonella (ref, 610611, 620611) and other culture media for which the addition of polysorbate 20 is recommended.

(ref, 610093, 620093),

Polvsorhate 20 neutralizes preservatives in cosmetics or. pharmaceutical products, allowing bacteria to grow. It has also shown a growth-promotin
P

effect on certain microorganisms.

COMPOSITION (s AT AT
Content / bottle
Polysarbate 20 50 ml
PROCEDURE FOR USE T

1. Ad
2. Mix with care.
3. Stefilize in autoclave according to relevant instructions.
TECHNIQUE AND INTERPRETATION OF THE RESULTS
Refer to the technical sheet of the medium being prepared.
QUAL TY‘CDNTROL APy e o -3 e §1 i 3 =
1. Visual inspection: dense, oily, yellowish liquid.
2. Micrabiological control.
Control strains Growth
Bacillys subtilis ATCC® 6633 Good
Pseudpmonas aeruginosa ATCC® 27853 Good
Staphylococcus aureus ATCC® 25923 Good

e e

WARNING AND PRECAUTIONS : L - i
The prpduct does not contain hazardous substances in concentrations exceeding the
as dan
and must be used by properly trained operalors,

STORAGE AND TRANSPORT CONDITIONS
2-8°C
days, or al 35-39°C for 48 hours, do nol al
evidenl.
REFERENCEST (&= s -
T

gerous. It is nevertheless recommended to consult the safety data sheet for its correct use. The product is intended for

g oo =
B s i .

| Tween 20 Supplement to the basal medium to obtain the correct final concentration.

Prepare TAT Broth Base per label directions, Inoculate with the microbial strains indicated below and incubate at 35 + 2°C for 18-48 h,

1 and therefore is not classified

limits set by current legislatic
professional use only

s

away from light, until the expiry date on the label. However, our stability studies have shown that the storage or transport at 18-25°C for 4
ler in any way the performance of the product. Eliminate if signs of deterioration or contamination are

he United States Pharmacopeial Convention (1995) The United States pharmalcop-eia, 23" ed. Microbial limits tests, p. 1681-1686. T_he

United States Pharm_acopeial Convention Inc., Rockville, MD.
«  Orth, D. . (1993) Handbook of cosmetic microbiology. Marcel Dekker, Inc., New York, N.Y.
v Fpod and Drug Administration (1969) Procedure for the examination of topical drugs and cosmetics. FDA, Rockville, MD.
P_RESENIATION i
| Product Ref. Content
Tween 20 Supplement 80032 2 x 50 ml bottles
80432 4 x 50 ml bottles

| Tween 20 Supplement

TABLE OF SYMBOLS . b g i R
@ﬂ Batch code ® [o not reuse d Manufacturer lC;r;tmns e s -\ﬂ\ ;E:I}Zf:r:um

Fragile, handle with
care

g Use by

\\REE Catalogue number !

Caution, consult
accompanying documents
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UREA 40% Supplement Oz /? / L%{E}ELE

Supplement for the detection of urease activity of bacteria

DESCRIPTION : . . - S
UREA|40% Supplement is a supplement per la detection of urease activity of bacteria and it is made of a 40% urea aqueous solution
for microbiological use. UREA 40% Supplement is used for the enrichment of medium Urea Agar Base cod. 610107 or 520107,

Each kit contains:
+  10/|bottles each containing 5 ml of UREA 40% Supplement.
« 1 Instruction sheet

\ . _ .
PRINCIPLE OF THE METHOD - I T

The utlization of urea by microorganisms provided of urease causes the alkalinization of medium and consequently the colour turning
of indicator red phenol from amber to pink colour.

COMPOSITION f R e g :

! REA 40% Supplement B |
i ) i . -Conl‘ents/béfrfe ] ! - .Cantenfs /-I of medium |
lurea| [ = 200¢ ]

|Urea | i 204

PROCEDURE FOR USE e I ) £ . =

1. As!epticaily take the content of one bottle of UREA 40% Supplement and add it to 95 ml of Urea Agar Base cod. 610107 or 620107
autoclaved and cocled to 45-50 °C.

2. Mix with care avoiding the formation of foam.

3. Di?tribute into the final containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS i
Refer lto the technical dosumentation for medium Urea Agar Base cod. 610107 or 620107.
QUALITY CONTROL

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

2. Microbiological control:

prepate 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 microbiological control.

Conditions of incubation: 6-24 h at 36 & 1 °C.

Microbiological control:

Ureasic activity

Protei;s_;(_ﬂgan:s- ~ ATCC 13315 . _ ~ Positive / pink medium
| Escherichia coli ATCC 256922 Negative / no change In colour B

PRECAUTIONS : i e Il ishe i Ll - _
The p:roduct UREA 40% Supplement is classified as irritant under current legislation;; it is recommended that the Safety Data Sheet be
consulted on its correct use.
UREA 40% Supplement is a supplement to be used only for in vitro diagnostic use, It is intended for use in a professional environment
and must be used in the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic
agents.

|
STORAGE : | ' .
Store |UREA 40% Supplement at 2-8°C in its original packaging. In such conditions UREA 40% Supplement maintains its validity until
the expiry date indicated on the label. Non utilizzare oltre questa data. Eliminate without using if there are signs of deterioration.
REFERENCES . & W
. Christensen, W.B. (1946), J. Bact. 52: 461-466.
»  Maslen, L.G.C. (1952). Brit. Med. J. 2: 545-546.

[_P_RESENTATIO N

'Prod:uct . -E ._ i e __ v

UREA 40% Supplement ‘ 80292 10 bottles
One bottle is sufficient to prepare 100 ml of medium
TABLE OF SYMBOLS o ke _ _ RS R
|
| In Vitro Diagnostic ' ® ‘ “ . E_ Contains sufficient for i Temperature
VD Medical Device ‘ Danotrauss | YA eie] <n> tests limitation
o= | . - ; e Caution, (:oﬁs_ult F )
REF Catalogue number ‘ I Fragile, handle with E Use by A accompanying LOT/| Batch code
i : carg | documents |
| LIOFILCHEM Bacteriology Products C‘:‘ \V} Rev.0//06.04.2005
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - Italy - .

‘ Tel. +390858930745 Fax +390858930330 Website: www.liofilchem.net E-Mail: liofilchem@liofilchem.net
\
|
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y. / ~ Chromatic™ MRSA Supplement 02 7,

Selective supplement forthe isolation of methicillin-resistant Staphylococcus aureus

TAGNOSTICE

DESCRIPTION. | 10 ; S & R Fae=r Sk
Chromatic™ MRSA Supplement is a selective lyophilized supplement used for the preparation of Chromatic™ MRSA Agar Base (Ref, 610615,

62061%). The complete medium is used for the isolation of methicillinfoxacillin resistant Staphylococcus aureus.

|

T e e

KIT CONTENTS
Each kit contains:
¢ 10 vials of lyophilized Chromatic™ MRSA Supplement

= 1 instructions sheet

PRINCIPLE OF THE METHOD ke ] i aEEaiEe e ;
The chtamogenic and antibiotic mix allows the optimal recovery of MRSA and the identification based on a mauve or orange-mauve coloration of

the colpnies.

e e G
i i

Content / vial Content / liter of medium

|Miscela Cramogenica ed Antibiotica : 04pg 0.8g |

COMPOSITION
|

PROCEDUREFORUSE | = i M S U

1. Retonstitute aseptically the content of one vial of Chromatic™ MRSA Supplement with 5 ml of sterile distilled water

2. Mik to complete dissolution and add aseptically to 500 ml of Chromatic™ MRSA Agar Base (Ref. 610615, 620615) autoclaved and cooled at
45:50°C.

3. Mik with care and pour into Petri dishes.

TECHNIQUE AND INTERPRETATION OF THE RESULTS
Refer tb the technical sheet of the medium being prepared.

QUALITY CONTROL : R A e
1. Visual inspection: whitish button, clear pinkish solution, once reconstituted.
2. Migcrobiological control,

Prépare the medium per label directions, Inoculate the plates with the microbial strains indicated below and incubate at at 35x2°C for 18-24 h.

Control strains ; Growth Colony color
Staphylococcus aureus (MRSA) ATCC® 43300 Good Mauve

Staphylococcus aureus (MSSA) ATCC® 25923 Inhibited

WARNING AND PRECAUTIONS | ;

n concentrations exceeding the limits set by current legislation and therefore is not classified

The p:fdur.t does not contain hazardous substances i
is intended for in vitro Diagnostic Use

as dangerous. it is nevertheless recommended to consult the safety data sheet for ils correct use. The product
only and must be used by praperly trained operators.

STORAGE AND TRANSPORT CONDITIONS : agitle o - — |
2-8°C laway from light, until the expiry date on the label. However, our stability studies have shown that the storage or transport at 18-25°C for 4
days, Or at 35-39°C for 48 hours, do not alter in any way the performance of the product. Eliminate if signs of deterioration or contamination are

evider

REFERENCES . o . WL G T _vj o ; : ok e : 2|
«  Evaluation of CHROMagar Staph aureus, a new chromogenic medium, for isolation and presumptive identification of Staphylococcus aureus

from human clinical specimens. Gaillot O. et al. 2001. Journal of Clinical Microbiology, 38 : 1587-1591.
«  Dépistage nasal de Staphylococcus aureus. Nécessité de standardiser les protocoles. Laudat P. et al. 2000 Poster 343/P2 presented at RICAl in

Paris (France).

PRESENTATION A e e :
| Product Ref. Content
| Chromatic™ MRSA Supplement 81078 10 vials

TABLE OF SYMBOLS

In vitro Diagnoslic
Lo sateche r ) g
| O R e Medical Device u Manufacturer

Contains sufficient for <n> Temperature
tests limitation

| Fragile, handle with Caution, consult
| REH Catalogue number . J'_ g2 Use by / ib accompanying documents Do not reuse

LIOFILCHEM®S.r.1. c€ ;{ev.3/1JGEDS.2014

Via Scozia, Zona Ind:le - 64026, Roseto degli Abruzzi (TE)-ITALY - ke i ] )
Tel +39 0858930745 Fax +39 (1858930330 Website: wwwiliofilchem.net E-mail: Iiofilqhem@liofi!chem.ngt
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DESCRIPTION.

-~ Yersinia Supplement e

Selective supplement for the.isolation of Yersinia enterocolitica.

ARl S I |

Yersinia Supplement is a sé[ectiveul}.fophilized supplement used for the preparali'on of Yersinia Selective Agar Base (ref. 610111, 62011 1.
The complete medium is used for the isolation of Yersinia enterocolitica from clinical and nonclinical specimens.

KIT CONTENTS

Each

S 5
G e e

lelt cantains:

« 10vials of freeze-dried Yersinia Supplement

= 1 instruction sheet

PRINCIPLE OF THE METHOD | | | AL i 7 e = e e

Yersinia Supplement is an antibiotic mix that inhibits the growth of most Gram-negative enteric bacteria.

COMPOSITION | e c LR P LI T B T SRR R i LN

| Antibjotic Content / vial Content / liter of medium \
Cefsulodin 7.5 mg 15.0 mg

Irgasan 20mg 4.0 mg

Novobiocin : 1.25 mg 2.5 mg

PROCEDUREFORUSE

1. AsIL:pticaHy reconstitute the content of one vial of Yersih'ia.'s'ﬁphl'emen't with 2 ml sterile distilled water and 1 ml ethanol (*).
2. Mix to complete dissolution and add to 500 ml Yersinia Selective Agar Base, autoclaved and cooled to 45-50°C.
3; Mix well and dispense in Petri dishes.

(*) Ethanal 50% purity minimum.

i

TECHNIQUE AND INTERPRETATION OF THE RESULTS . e e
Refer to the technical documentation of the medium being prepared.

QUALITY. CONTROE il iR ek
1. Cdntrol of the appearance; freeze-dried white in colour.

2. Microbiological cantrol.

Prepare the medium per label directions, Inoculate the plates with the strains indicated below and incubate at 30 + 1°C for 18-24 hours.

Control strains Growth

Yersipia enterocolitica WDCM 00038 Good

Escherichia coli WDCM 00012 Partially to totally inhibited

Staphylococcus aureus WDCM 00034 Inhibited
PRECAUTIONS i e T = = s i

Yersinjia Supplement is classifiable as hazardous under current legislation; it is recommended that the Safety Data Sheet be consulted on its use.
The product is a selective supplement to be used only for in vitro diagnostic use. It is intended for use in a prafessional environment and must be

used

STORAGE

n the laboratory by properly trained personnel, using approved asepsis and safety methods for handling pathogenic agents.

S o T e Te e
i = =

2-8°C] in its original packaging. Keep away from sources of heat and avoid excessive changes of temperature. Use until the expiry date indicated
on the label. Eliminate without using if there are signs of deterioration. Once reconstituted , the product can be stored for a maximum duration of

30d

REFERENCES | e L i

ays at -20°C, shielded from light.

s g

«  ENISO 11133:2014. Microbiology of food, animal feed and water — Preparation, product_ion, storage and performance testing of culture media.

SO 10273:2003. Microbiology of food and animal feeding stuffs — Horizontal method for the detection of presumptive pathogenic Yersinia

enterocolitica.

. 5 -I:ie(;*l:n,”E;A, {1979) Synthesis of a selective agar medium for Yersinia enterocolitica. Can. |, Microbiol. 25:1298-1304.,

= Sthieman, D.A. (1980) Yersinia enteracolitica: Observation on some growth characteristics and response to selective agents. Can, J. Microbiol. 43:14-
27.

o Devenish, |.A., and D.A. Schieman (1981) An abbreviated scheme for identification of Yersinia enteracolitica isolated from food enrichments on CIN
(gefsulodin-irgasan-novobiocin) agar. Can. J. Microbiol, 27:937-941.

PRESENTATION e | ey {3 L fie o B =y . LM TS s

' Product e ' Ref. 3 “ Contents

Yersinia Supplement : _ 81039 ' 10 vials

One ial is sufficient to é:u'epare 500 ml of medium. _ - _

TABLEQFSYMBOLS | et s in B

: . : p
‘ E ﬂ I In Vitro Diagnostic ) g7 Contains sufficient for <n> | ‘\i\ Temperature
IVD Medical Device B not reylse Manubsghirer tests limitation

care

Fragile, handle with g Caution, consult ;
EE Catalogue number ! : Use by / i \ sccompanylng documents LOT!| Batch code |
I - '
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