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JIA, | Dia.Pro

PRO | Diagnostic
L .

BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC B]iOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANO) — ITALY
|

PRODUCT CMYV IgG
| CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEX 11 - LIST B i

CONFORMITY ASSESSMENT ROUTE | ANNEX IV
\

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
T DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318 _
(EC) CERTIFIGATE(S) e FULL QUALITY ASSURANCE SYSTEM Ne
| 2004 05 0442 CT (in accordance with Annex IV —

7 except Section IV) of the Directive 98/79/EC),

; RELEASED BY EC NOTIFIED BODY N° 0318

e UNIENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318 |
|

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018

EMISSION

SIGNATURE

Legal Representative A, 1RO

Dr.ssa Fiorenza Scozzesi o e g

10572018 |

; DIA.PRO Djagnostic Bioprobes S.r..
! Sede legale e lab.: Via G.Cardugci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 + Fax +39 02|44386771 « http://www.diapro.it » E-mail: info@diapro.it
Capitale sociale €50.000,00 LV. - P.IVA: 1192‘}660159 ~ Reg. Imp. 11924660159 — REA 1509959
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EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY
PRODUCT CMV IgM
| CODE: CMVM.CE (96 tests)
CLASSIFICATION ANNEX II - LIST B |

CONFORMITY ASSESSMENT ROUTE

ANNEX IV

WE HEREBY DECLARE 1
PRODUCT MEETS THE I

‘ DIREC
FOR IN VITRO I

"HAT THE ABOVE MENTIONED
) ROVISIONS OF THE COUNCIL
TIVE 98/79/EC

MIAGNOSTIC DEVICES.

NOTIFIED BODY

AEMPS --n° 0318

(EC) CERTIFICATE(S)

¢ FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N°2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE

LIS Wi LW AT LWL A A

MILANO — MAY 2004

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - MAY 2018

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

[Rev: 0512018 ]

| DIA.PRO D
: . Sede legale e lab.: Via G.Cardu
Tel. +39 02 27007161/6450 - Fax +39 02

Capitale sociale €50.000,00 L.V. - P.IVAI i

jagnostic Bioprobes S.r.l.
cci, 27 — 20099 Sesto S.Giovanni (M
44386771 + http.//www.diapro.it * E-

M) — ltalia
mail: info@diapro.it

1924660159 — Reg. Imp. 11924660158 REA 1509958
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EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC B]'OPROBES S.R.L.

MANUFACTURER
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY
PRODUCT HSV1&2 IgG
CODE: HSVG.CE (96 tests)
CLASSIFICATION GENERAL IVD '
CONFORMITY ASSESSMENT ROUTE || SELF CERTIFICATION

WE HERE];BY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS '
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC

| FOR IN VITRO

DIAGNOSTIC DEVICES.

ISO CERTIFICATE

UNE EN ISO 13485 N° 201311 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS)

PLACE & DATE OF FIRST ISSUE

MILANO — MARCH 2004 -

PLACE & DATE OF CURRENT
ISSUE |

SESTO SAN GIOVANNI (M) - MARCH 2019

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

| Rev: 1105/2018

\ DIA.PRO Diagnostic Bioprobes S.r.l.
. Sede legale e lab.: Via G.Cardugci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia

Tel. +3§ 02 27007161/6450 « Fax +39 02
Capitale sociale €50.000,00 V. - P.IVA:

44386771 + http://www.diapro.it » E-mail: info@diapro.it
11924660159 — Reg. Imp. 11924660159 — REA 1509959




Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
| VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY R
PRODUCT HSV1&2 IgM
CODE: HSVM.CE (96 tests)
CLASSIFICATION GENERAL IVD ,
CONFORMITY ASSESSMENT ROUTE || SELF CERTIFICATION J

|
WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS

THE PROVISIONS OF TH

FE. COUNCIL DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE

UNE EN ISO 13485 N° 2013 11 0039 EN,
RELLEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS) J

PLACE & DATE OF FIRST ISSUE

MILANO — OCTOBER 2004 .

PLACE & DATE OF CURRENT
ISSUE

SESTO SAN GIOVANNI (MI) - MARCH 2019

SIGNATURE |
Legal Represem%ative
Dr.ssa Fiorenza Scozzesi

|
|
|
[ [ 0572018 |

| DIA.PRO D
| Sede legale e lab.: Via G.Cardu

Tel. +39; 02 27007161/6450 « Fax +39 02
Capitale sociale €50.000,00 L.V. - P.IVA:

jagnostic Bioprobes S.r.1.

coi, 27 — 20099 Sesto S.Giovanni (Mi) - Italia
44386771 » http:/fwww.diapro.it « E-mail: info@diapro.it
11924660159 — Reg. Imp. 11924660159 — REA 1509959




EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY i
PRODUCT TOXO IgG
CODE: TOXOG.CE (96 tests)
CLASSIFICATION ANNEX II - LISTB
CONFORMITY ASSESSMENT ROUTE || ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
| DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318 T
(EC) CERTIFICATE(S) . §ULL QUALITY ASSURANCE SYSTEM N°
‘ 004 05 0442 CT (in accordance with Annex IV -

: %fxcept Section IV) of the Directive 98/79/EC),
LEASED BY EC NOTIFIED BODY N° 0318
o UNIEN ISO 13485N°2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318 |

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
EMISSION }

SIGNATURE | |
Legal Rtﬁlpresenﬁaﬁve DIA, P
Dr.ssa Filorenza|Scozzesi =iy

[Rev: [ a572075]

} DIA.PRO Djagnostic Bioprobes S.r.1. ‘
) 1 Sede legale e lab.: Via G.Cardugci, 27 — 20099 Sesto S.Giovanni (M) — Italia
- Tel. +39 02 27007161/6450 + Fax +39 02 44386771 + hitp:/fwww.diapro.it « E-mail: info@diapro.it
Capf'ltale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159‘-— REA 1509959




Dia.Pro
Diagnostic

Emﬂmi}gy ;

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. ]
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT TOXO IgM
CODE: TOXOM.CE (96 tests)

CLASSIFICATION ANNEX 11 - LIST B

CONFORMITY ASSESSMENT ROUTE || ANNEX IV

WE HEREBY DECLARE T

PRODUCT MEETS THE K
| DIREC]
.~ FORIN VITRO D
\

'HAT THE ABOVE MENTIONED
ROVISIONS OF THE COUNCIL

[IVE 98/79/EC
MIAGNOSTIC DEVICES.

NOTIFIED BODY

AEMPS —n° 0318

(EC) CERTIFICATE(S)

4

e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE

MILANO — MAY 2004

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - MAY 2018

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

Eill)’/zmj

! DIA.PRO D
& ! Sede legale e lab.: Via G.Cardu
Tel +39 02 27007161/6450 « Fax +39 02

Capltale sociale €50.000,00 L.V. = P.IVA! [l

aghdstic Bioprobes S.r.1.
boi, 27 — 20099 Sesto S.Giovanni (M) - Italia
44386771 « http.//www.diapro.it « E-mail: info@diapro.it

1924660159 — Reg. Imp. 11924660159~ -REA 1509959
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA PRO DIAGNOSTIC BIOPROBES S.R.L.
i VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY
PRODUCT HP IgG
CODE: HPG.CE (96 tests)
CLASSIFICATION GENERAL IVD i

CONFORMITY ASSESSMENT ROUTE | SELF CERTIFICATION =
| \

WE HEREI?Y DECLARE THAT THLE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NICETEN ISO 9001 -Nr 50 100 5931/A

ISO CERTIFICATE(S) |
UNIICEI EN 1SO 13485-Nr 50 100 5931/B

1

I

{EL]:ABFD BY CERTIFICATION BODY TUV
talid S.r.l.

PLACE & DATE OF FIRST ISSUE MILANO - MARCH 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNT (M)~ DECEMBER 2013
ISSUE |
SIGNATURE _. .. )

Legal Representative
Dr.ssa FiPrenza Scozzesi

; ,.)”_
| Lo

ER

\
DIA.PRO Diggnostic Bioprobes S.r.l.
Sede legale e lab.; Via G.Carducgi, 27 — 20099 Sesto S.Giovanni (M) — lalia
Tel. +39 02 27007161/6450 - v Fax +39 02 26007726 « hitp:Awww.diapro.it + E-mail: info@diapio. it
Capltale sociale €50,000,00 LV. - P.IVA! 11924660159 - Reg. Imp. 119246601569 — REA 1509959




Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BI@OPROBES S.R.L.
, : VIA G. CARDUCCI N° 27 20099 SESTO SAN
! GIOVANNI (MILANO) ~ ITALY

PRODUCT HP IgM -
~_||CODE: HPM,CE. (96 tests) | -
CLASSIFICATION GENERAL IVD =]

CONFORMITY ASSESSMENT ROUTE || SELF CERTIFICATION |

WE HEREBY DECLARE THAT THE ABOVE MENT IONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
‘ FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFIC%ATE(S) UNI CEI EN 1SO 9001-Nr 50. 100 5931/A

‘ | JNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
talia S.u.l.

PLACE & DATE OF FIRST ISSUE MILANO — APRIL 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M) - DECEMBER 2013
ISSUE_| |
SIGNATURE

Legal Répresentative
Dr.ssa Fi‘;orenza Scozzesi

i
i
&

|

[Rev: [ 1222013 ]

B

‘ DIA.PRO Diagnoslic Bioprobes 8.1,
' Sede legale e lab.: Via G,Cardudci, 27 — 20099 Sesto'S. Giovanni (Ml) ~ ltafia
Tel. 39102 27007161/6450 « Fax +39 02 26007726 + hilp:/ww.diapro.it » E-mail: info@diapro.it
Capi‘(ale sociale €50.000,00 1.V, - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509859
|
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EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER (
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT VCA IgM
CODE: VCAM.CE (96 tests)

CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE || SELF CERTIFICATION

WE HEREBY DECLARE THAT TH
THE PROVISIONS OF THE

FOR IN VITRO I

i, ABOVE MENTIONED PRODUCT MEETS
COUNCIL DIRECTIVE 98/79/EC
MIAGNOSTIC DEVICES.

1SO CERTIFICATE(S)

ot el ot

JNI'CEI EN ISO 9001-Nr 50 100 5931/A
JNICEI EN ISO 13485-Nr 50 100 5931/B
ELEASED BY CERTIFICATION BODY TUV

talid S.r.l.

PLACE & DATE OF FIRST ISSUL

ATLANO — SEPTEMBER 2004

PLACE & DATE OF CURRENT
ISSUE

S ESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

1212017 |

DIA.PRO Diag

ISede legale ¢ lab.: Via G.Carducci,

Tel. +39 02 27607161/6450 + Fax +39 02 2
Capitale sociale €60.000,00 LV. - P.IVA: 11

_,rnosﬂc Bioprohes S.r.l.
27— 20099 Sesto S. Giovanni (MI) — Ilalia
6007726 hitp:/Mww.diapro.it » E-mail: info@cliapro.it

9246‘60159 Reg. Imp. 11924660159 - REA 1509959




NovaTEc

InmunpiagnosTica BGvsH

NovaTec Immundiagnostica Gt
WaldstraBe 23 A6
63128 Dietzenbach, Germany

SBG | Tel: +49(0)6074/4876-0
GBG»'MD.L SRL . : Fax: +48 (0} 60 74 /487629
Global Biomarketing Group E-Mail: info@NovaTec-ID.com
Moldova | Internet: www.NovaTec-1D.com
65 Tighina Str., office 607
MD-2001 Chisinau

Republic of Maldova

November 18", 2019

To whomever it may concern: |

By hereby, we, NovaTec Immundiagnostica GmbH, Waldstralle 23 A8, 63128
Dietzenbach, Germany, deciare that GBG-MDL SRL Global Biomarketing Group
Moldova, 65 Tighina Str., office 607, MD-2001 Chisinau, Republic of Moldova

is our authorized distributor designated by us to promote, to register, to distribute
and to represent our products in the terrjtory of the Republic of Moldova.

This declaratioh is valid until December 31", 2020 unless terminated by either party
before the date of expiration.

With best rega?ds

BrittazMaria Duchmann' Befli

Waldstrafie 23 AG
63128 Dietzenbach, Germany

Aftstlihrung: Deutschs Bank Sparkasse Langen-Seligenstac
anitta-Marda Duchmann Bellie 12 500700 24 BLZ 50652124
Kto.-Me. Q106120 | Klo-hir. 5124 300
Handelsregister: HRB Offerbact: 12088 BIC: EDEIIFD{'.DBF&(A BIC: HELADEF1SLS ‘
) IBAN: DE 20 5007 0024 00 6120 60 IiBAN: DE 405085 21240005 1243 00
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Attachment to
Certificate
Registration No.:
Report No.:

Organization:

D-IAA-12163-61-02

Date: 2018-06-

TUV Rheintand
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

SX 60128534 0001
21264033 005

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschland

TUVRheinland

Doc. 2/3, Rev. ©
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Certificate

Registration No.:

Report No.:

Organization:

TUVRheinland

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

SX 60128534 0001
21264033 005

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

herety certifies that the organization

EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Libeck
Deutschland

nas esiabishad and applies a quality maragems
tar the follow:ing scooe

systern iof me

see attachment

Proof has been furnished thal the requirements speciiied i

EN ISO 13485:2016

Effective Date: 2318-08-08
Cenrlificate Registration No.. SX 50128534 0001
An audit was performed Report No @ 21282033 805

This Certificate is valid until: 2020-05-18

TUVRheinland

ad The cuality managemeri systern is subject 1o yearly survellance

Cedification Body

Gewuss

24-34159-01-02

Date 2018-06-C8
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&
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Tl -48 721 305 1378 Fav =42 221 EDA-3535 werame certvalitilyiBde Liv.2on bin ihvwi g comitialoty

Attachment to
Certificate

Registration No.:

RBeport No.:

Organization:

TUVRheinland

TOV Rheiniand
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg
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Liofilchem®

Microbiology products since 1983

Pageil of 3

Authoriz

To whom it may concern

We, LIOFILCHEM S.R.L,, manufacturer of dia
ISO 13485, located in Via Scozia, Zona Indus

do hereby authorize the company

GBG-MLD SRL

65 Tighina Str. Office 607
MD-2001, Chisinau
Moldova

to distribute our following products in Moldov
The medical devices manufactured by Liofilch
"98/79/EC for in vitro diagnostic devices (IVD).
A Quality Agreement is attached to this letter ¢

This autharization is valid to 31.12,2022 and

The cooperation between GBG-MLD SRL and
before 31.12.2022 through a 30 day wrilten n

In faith,
Fabio Brocco

COO
Liofilchem

ation Letter

gnb
tria

>

Roseto degli Abruzzi, 1 I:January 2020

T
N

-frhic'ro_biology, ¢ertified ISO 9001 -and
4026 Roseto degli Abruzzi (TE) ltaly

a (below defined as “the Territory”):

em ¢arfiply with the European Union directive
15 Anngx fi: |

s ot aytomatically renewdd.

Liofilghem can be terminated by either Party
blice.

Liofilehem sl s ¥ Capitale Soc
Via Scozia - Zona Industriale '
64026, Roseto degli Abruzzi (TE) Italy
Tel +39 0858930745

Fax +39 0858930430

"W R.EA. Teramd
Reg. Soc. Trib
Pl e C.F 005

=

Certified 15O 9001 and

g € 825{600 i.v. ’
1SO 13485 by TUV SUD

n. 79331
Lrale di Teramo 4124
30130673

n

!
g
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Liofilchem®

DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE
La societd Liofilchem® S.r.1, con Sede Legale in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italia, in qualita di

fabbricante del dispositivo medico-diagnostico in vitro elencato nella tabella allcgata Revisione 31.0 del
08.01.2016

dichiara sotto la propria responsabilita

che il dispositivo sopra indicato soddisfa tutte Ie disposizioni applicabili della Direttiva 98/79/CE (Allegato
III) recepita nella Legislazione Italiana dal Decreto Legislativo n® 332 del & settembre 2000;

2. che il dispositivo in oggetto non ¢ incluso neli’ Aliegato IJ, fista A ¢ B deila Dircttiva 98/79/CE

3. che la documentazione tecnica di cui all’allegato III della direttiva Direttiva 98/79/CE & a disposizione delle

autorita nazionali presso la sua sede e sara conservata per 5 anni dall’ultima data di fabbricazione del
prodotto;
3

4. che il processo di fabbricazione segue adeguati principi di assicurazione della qualita;

di aver attivato e di mantenere aggiomato, un sistema di sorveglianza post-produzione per il monitoraggio
dei prodotti;

6. che il dispositivo in oggetto € stato messo in commercio munito di marcatura CE.

EC DECLARATION OF CONFORMITY

The company Liofilchem® S.r.L, registered office in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italy, as a

manufacturer of the in vitro medical-diagnostic device listed in the attached table, Revision 31.0 of D8.01.2016

PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

hereby certifies under its own responsibility

that the above mentioned device complies with all the applicable provisions of Directive 98/79/EC (Annex I1T)
and its relevant transposition into national law;

|4

the above mentioned is not included in Annex II, List A and B of Directive 98/79/EC;,

3. that the technical documentation referred to at Annex Il of the Directive 98/79/EC is available for the

national authorities in its facility and that this documcntation shall be kept for 5 years after the last product
has been manufactured;

4. that the manufacturing process follows suitable principlcs of quality assurance;

that, has implemented and keep up to date, a post-production surveillance system for monitoring the
products;

6. —thatthc-devicein question;-was-introduced-into-the markctprovided with CE mark.— -~ --— —-— - —= ——

Roscto, 08.01.2016

Direttore Tecnico/ Techrical Director
Dott. Stlvio Brocco

10002 DA AGAR + BLU D TOLU(DINA 10048 SERUM TELLURITE AGAR
10604 CLED ANDRADE AGAR | 10047 SISMUTH SULFITE AGAR
10004 CLED ANORADE AGAR 10047* BISMUTH SULFITE AGAR
10005 | MAC CONKEY SORBITOL AGAR 10048 EME. LEVINE AGAR
10005 MAC CONKEY SORBITOL ABAR 10048" EME LEVINE AGAR
10006 TRYPTIC SOY AGAR + 0.8% YEAST EXTRACT 10050 CAMPYLOBACTER AGAR (Shaap Blood 5%)
10007 BACILLUS CEREUS AGAR [PEMBA 10058
10007 | BACILLUS CEREUS AGAR (PEMBA) 10051 Legionetia SCYE Agar
10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR 10051° Legionella BCYE Agar
10011° YEAST GLUCOSE CHLORAMPHENICOL AGAR 10052 YERSINIA SELECTIVE AGAR
10013 Oiinse TEST AGAR D052 YERSINIA SELECTIVE AGAR
10013 Diase TEST AGAR 10053 WILKINS CHALGREEN AGAR
10014 Purple Lactoss Agar 18053 WILKING CHALGREEN AGAR
1n014* Purple Lacloss Agsr 10854 WURTZ LACTOSE AGAR
10077 CIAPEK DOXAGAR 10054* WURTZ LACTOSE AGAR.
| 10016 DRIGALEKY LACTOSE AGAR 10056 XLDO AGAR
10021 BIGEY [NICKERSON] AGAR 10058 XD AGAR
10021 BIGGY (NICKERSON) AGAR 10087 BILE AESCULIN AGAR.
10032 SRILLIANT GREEN AGAR 10057 BILE AESCULIN AGAR
10022* BRILLIANT GREEN AGAR 100585 TRYETIC SOV AGAR iradiated -30 mi-
10023 Choeslzts Agar 10060 SRAIN HEART INFUSHON AGAR
10023" Chocelals Anar 10080* BRAIN HEART INFUSION AGAR
10024 TRYPTOSE AGAR 10064 CHRISTENSEN UREA AGAR
10024* TRYPTOSE AGAR 10065 SCHAEDLER KKV AGAR(Shees Blood St
10025 COLUMBIA AGAR (Horse Blood 5% 10065 SCHAEDLER KKV AGAR(Sheen Slood 5%)
10025" COLUMEIA AGAR (Horse Bload 5%) 10087 SCHAEDLER KVN AGAR (Sheep Blood 5%)
10026 CLED AGAR 10083 HLT. 4 AGAR
10028 CLEDAGAR $0069" HLT. A ASAR
10027 BACILLUS CEREUS AGAR (Mussel) 100745 TRYPTIC SOY AGAR+NEUTRALIZING Imadiated
1002¢ BACILLUS CEREUS AGAR (Mossal 10078 MUELLER HINTON || MOD. AGAR
10028 ISOSENSITEST AGAR 10075° MUELLER HINTON Il OD. AGAR
100280 ISOSENSITEST AGAR 10073 CASITONE AGAR
10023 MAC COMKEY AGAR 10073° CASITONE AGAR
10025° MAC CONKEY ABAR 10080 HAEMOPHYLUS TEST AGAR
10630 MANNITOL SALT AGER 10080° HAEMOPHYLUS TEST AGAR
10038* MANNITOL SALT AGAR 10082 HELICOBACTER BYLORI AGAR
10031 MUELLER HINTON 1t AGAR 100828 HELICOBACTER FYLORI AGAR
10031* MUELLER HINTON | AGAR 10090 MRS, Agar
| 10033 EEEUDOMONAS [CETRIMIDE | AGAR 10080 MRS, Agar
10033" PSEUDOMONAS [CETRIMIDE | AGAR 10085 BRAIN HEART AGAR FOR HAEMOPHILUS
10085 SABOURALID AGAR 10123 MAC CONKEY-AGAR MMG
10035 SABOURAUD AGAR gl MAL CONKEY AGAR MMG
100358 SABOURAUD AGAR Iradiated 16131 Misslier Hnten L Sh
10036 S5 AGAR 10131* Misallar Hintan 1l Agar (Sheep Blood 5%)
10036" S5 AGAR 10332 MUELLER HINTON EASTIOIOUS AGAR 90 mm
10037 TRYFTIC SOY AGAR 10134 Legioneis BMPA Ager
10037 TRYPTIC SOY AGAR 141 SALMONELLA TEST AGAR
100378 TRYPTIC SOY AGAR Ir=diated 11410 SALMONELLA TEST AGAR
10039 ROGOSA AGAR 10142 BLOGCD AGAR (Sherp Blood THWIST 105801
10035° ROGOSA AGAR 0442 BLOOD AGAR {Sheap Blead 794150 10560)
10040 NEW YORK CITY AGAR 10143 Musllet Hinion Agas + 5 % Home Blood Lysed
10040° NEW YDRK CITY AGAR 10145 CAMPYLOBACTER HARMALI AGAR
10041 LISTERIA PALCAM AGAR 10146 CAMPYLOBACTER PRESTON AGAR
10041* LISTERIA PALCAM AGAR 10146 CAMPYLOSACTER AGAR [Sheap Blood 10%)
10047 CRYSTAL VIOLET AGAR (Sheep Sinod 5% 10225 LISTERIA PALCAM AGAR 140 mm.
10047° CRYSTAL VIOLET AGAR (Sheed 5% 10231 MUELLER HINTOM il AGAR 140 mm
10643 HEKTOEN ENTERIC AGAR 10233 RLEILL AGAR
10043 HEKTOEN ENTERIC AGAR 10236 SABOURAUD CAFAGAR + GENTARICH
{ 10Dgs MUTRIENT AGAR ! 10235 SABOLRALD CAF AGAR + GENTAMICIN
[1onsar | nuTRiENT AGAR | 10235 | CLED AGAR 140 mm

11 Via Scozia - Z

a [ndustriale 64026, Roseto degli £




PRODOTTI CE DI LIBERA VE!

NDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

©Liofilchem® s.1.l. Via Scozix - Zona Industriale 64026, Roseto degli A

10240 SCHAEDLER K/AGAR (Sheep Blood 5%) 140mm mm ENTEROCOCCO AGAR
10241 SCHAEDLER KKV AGAR(Shesp blood 5%) 140mm 11057" ENTEROCOCCO AGAR
10242 SABOURAUD GAF AGAR 140 mm 11058 SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10243 SABOURAUD CAF AGAR + GENTAMICIN _140mm 11058 SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10244 DERMATOPHYTE (D.T.M.) AGAR 140 mm 11060 CLOSTRIDIUM AGAR (Sheep Blood 5%)
10245 BRUCELLA BLOOD AGAR w HEMIN AND VITAMIN K1 11060* CLOSTRIDIUM AGAR (Sheep Blood 5%)
10246 Chromatic™ MH 11065 SCHAEDLER K AGAR (Sheep Blood 5%) ]
10247 Brucella Blood J{gar with Hemin and Vitamin K1 11065 SCHAEDLER K AGAR (Sheep Blood 5%)
10249 Purple Lactose Agar 140 mm g2l 11070 MYCOSEL AGAR
| 10334 NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11070 MYCOSEL AGAR
10334* NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11182 MUELLER HINTON FASTIDIOUS AGAR (140mm)
10335 MUELLER HINTON CHOCOLATE AGAR 11124 COLUMBIA CNA MOD. AGAR (Sheep biood 5%)
10353 BORDET GENGOU AGAR (Sheep Blood 15%) 11124* COLUMBIA CNA MOD, AGAR (Sheep blood 5%)
10353* BORDET GENGOU AGAR (Sheep Blood 15%) 11135 SABOURAUD AGAR MODIFIED _
10408 SCHAEDLER CNA AGAR (Sheep Bload 5%) 11135* SABOURAUD AGAR MODIFIED
10407 VANCOMYCIN SCREEN AGAR 11143 HERELLEA AGAR ]
10408 WILKINS CHALGREN AGAR +5% SHEEP BLOQD 11143* HERELLEA AGAR
10409 CAMPYLOBACTER CCDA AGAR 11185 VOGEL JOHNSON AGAR
10410 MUELLER HINTON AGAR w VITALEX 11185* VOGEL JOHNSON AGAR
10411 BILE ESCULIN AZIDE AGAR w VANCOMYCIN 11195 T.C.B.S. AGAR _
10412 Leglonella BCYE Agar w/o Cysteine 11195* T.C.B.S. AGAR
10413 XLD Agar EP, USP, JP Formulation 11196 SPS AGAR -
10416 MIDDLEBROOK 7H11 AGAR 11196* SPS AGAR
10424 Leglonella BCYE Agar w Vancomycin + Colistin 11200 PAR TEST AGAR .
10425 SCEDOSPORIUM SELECTIVE AGAR 11200* PAR TEST AGAR L
10438 MacConkey Agar No.2 11205 MYCOPLASMA AGAR
10438* MacConkey Aqér No.2 11206 Mueller Hinton Il Agar+ 2% NaCl
10439 Group A Selecti\‘/e Strep Agar w/ 5% Sheep Blood 11231 Mueller Hinton Il Agar (Shaep Blood 5%) 140mm
10599 CHROMATIC™ MRSA 11235 SABOURAUD GAF AGAR + TTC R
10600 OXACILLIN RESISTANCE STAPHYLOCOCCUS AGAR 11235 SABOURAUD CAF AGAR + TTC
10601 CHOCOLATE AGAR w/o VITOX 11236 Sabouraud CAF Agar + Actidione
10602 CAMPYLOBACTER SKIRROW AGAR 11250 TINSDALE AGAR
s ;i\gl;\lsoaACTE PYLORIEGG YOLK EMULSION ks TINSDALE AGAR |
T s 11335 SABOURAUD AGAR # GENTAMICIN
ok L N R 11335* SABOURAUD AGAR + GENTAMICIN
Fhid T o Lo A 11501 ENTEROCOCGUS AGAR + VANCOMYCIN
mid -1 VTR e et i oo 11506 BURKHOLDERIA CEPACIA SELECTIVE AGAR
11024* COLUMBIA CNA AGAR (Sheep Blood 5%) 11909 REMIAGAR ; 7
o Mo AGhR (Sheap Blobd 5%) 11510 MHINTON+GLUCOSE+METHYLEN BLUE
11025* COLUMBIA AGAR (Sheep Blood 5%) 1154 NEISSERIA-MORAXELLA MEDILUM
o - O I g g 11512 NUTRIENT AGAR acc.lo IS0 21528 |
e - 11513 NUTRIENT AGAR ace.to 1SO 6579
11030 ANAEROBIC AGAR 11517 COLUMBIA AGAR(Sheep Blood 5%+ VANCOMYCIN
11033 PSEUDOMONAS ISOLATION AGAR 1518 Muslier Hintop Agzit+: Glaysein
11033" | PSEUDOMONAS ISOLATION AGAR 11610 Chipralic™ Exvoll O 197 —
11035 SABOURAUD CAF AGAR 11611 CHROMATIG™ DETRGTION
11035 SABOURAUD CAF AGAR 14612 CHROMATICT LANDIDS
110355 | SABOURAUD CAF AGAR lIrradiated L CHROMATIC ™ SALMONELLA
11037 TRYPTIC SOY AGAR (Sheep Blood 5%) 11616 QROMATI G STARM AUREYS
11037* TRYPTIC SOY AGAR (Sheep Blood 5%) yetr CLROMATICT PTREFTED
11038 TRYPTIC SOY AGAR (Horse Bload 5%) Lioe CHROMATIO™ M —
11038" TRYPTIC SOY AGAR (Horse Blood 5%) Lgte GHSOMATIC ™ Bhe =
11040 THAYER MARTIN AGAR 11621 CHROMATIC ™ VRE —
11040° | THAYER MARTIN AGAR 11622 CHROMATICT: £
11041 AZIDE AGAR (Sheep Blood 5%) 11627 Chromatic™ Enterococcus
11041* | AZIDE AGAR (Sheep Blood 5% ) 1162 CHROMATIC ™ ESBL + AmpC
11052 DERMATOPHYTE (D.T.M.) AGAR 11625 CHROMATIC™ £S5 v AmpE
11052+ DERMATOPHYTE (D.T.M.) AGAR L1031 Chromatic™ OXA-48 ‘
11054 GARDNERELLA AGAR (Sheep Blood 5%) 11632 Chromalic:: Clostridium difficile
11054* | GARDNERELLA AGAR (Sheep Blood 5%) dlggd Cliromatio. ' Detacor apagsia

bruzzi (TE) ltaly - Tel +39 0858930745 - Fax +39 0858930330
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© Liofilchem® - Hektoen Enteric Agar - kev.0/04 08 2015
Instructions For Use

ME Hektoen Enteric Agar ENGLISH

Selective and differential medium for detection of pathogenic intestinal
bacteria from food and clinica! specimens, according to 1SO 21567,

DESCRIFTION ; e T AT i
Hektoen Enteric Agar is a moderately selective medium used for the isolation and cultivation of Gram-negative enteric
microorganisms, especially Shigella spp, from faeces, foodstuffs and other materials of sanitary impartance.

...Em:._m&::._Emma.rm.‘mn::m_._._m:morrm>vI>m=a_mONdmmwmo:_._m_mo.wzo:w:a&mm_.m::mzo:o*.mN\So:l\mm:a
Shigella spp. - N - . o s frals .

TYPICAL FORMULA (a/h
Enzymatic Digest of Meat 12.0
Yeast Extract 3.0
Lactose 12.0
Saccharose 12.0
Salicin 2.0
Bite Sale N3 — T 90
Sodium Chloride 5.0
Sodium Thiosulfate 5.0
Ammonium Ferric Citrate 1.5
Acid Fuchsin 0.1
Bromothymol Blue 0.065
Agar 15.0

Final pH 7.5 = 0.2 at 25°C

P@MAIOU :an:v_rm = it = A5 i M it -
Enzymatic digest of meat provides amino acids, nitrogen, carbon, vitamins and minesals for arganisms growth. Yeast extract
Is a source of vitamins, particularly of B-group. Lactose, saccharose and salicin are fermentable carhohydrates. Bile salis and
acid fuchsin inhibit Gram-positive organisms. Sodium chioride maintains the nsmolic balancs of the mediun, Ammonium
ferric citrate and sodium thinsulfate enable the detection of hydrogen sulfide production. Bromathymol blue fopether with
acid fuchsin act are the pH indicator system. Agar is the solidifying agent.

QUALITY CONTROL

Plates are inoculated with the microbial strains indicated in the QC table,
Inaculum for productivity; 50-100 CFU

Inoculum for sele 10100 CFU

Incubation conditions: aerobically at 35  2°C for 18-24 hours.

QC Table.

AranT E i wallon

\Salmonella Typhimurivm ATCCE 14028 Blue-green calanies with black centre
..“m_n____wn.&m fexneri ATCC® 12022 Goad Green colonies “

\Proteus mirabilis ATCC® 12433 Good Blue-green colonies black centre |

\Klebsiella preumoniae ATCC® 13683 Good Red-salmon colonies

El with zone of bile precipitate |

\Escherichia coli ATCCH 8739 Partially to completely inhibited Red-salmon colonies |

with er without zone of bile precipitate |
{Enterococeus faecalis ATCCR 29212 _ Inhibited i —
WARNING AND PRECAUTIONS

The product does not contain hazardous substances in concentrations exceeding the limits set by current legislation and
therefore is not classified as dangerous, It is revertheless recommended to consult the safety data sheet for its correct use.
The product is intended for in vitro diagnostic use only and must be used by properly trained operators.

DISPOSAL OF WASTE ) - T
Disposal of waste must be carried nut according to national and loca! regulations in force.

« 180 21567:2004. Z.._E_ow..".o_.cmf. of food and animal feeding stulfs — Horizontal method for the detection of Shigella spp.

= Perez |M., P. Cavalli, C, Roure, R. Renac, Y. Gille, and A. M. Freydiere (200%) Camparison of Four Chromagenic Media
and Hektoen Agar for Detection and Presumptive Identification of Safmonella Stedins in Human Stools. | Clin Microbiol;
41(31:17130-1134.

¢ American Public Health Association (1992) Compendium of Methads for the Microbiological Examination of Foods 3rd
Edition. APHA Inc. Washington DC.

e Bisciello N.B. jr. and Schrade J.{1974) Evaluation of Hektoen Enteric Agar for the detection of Salmonella in foods and
feeds. - Journ of AQAC; 57: 992-9%6

ot At Suspend 76 g ofthe powrler n 1 [e of cislie o deiized uate- M well, 1 boil el = ps —
Dehvdrated medium uspen 2 of the powder in_1 liter of distilled or deioni i leat to boi - 5
shaking frequently until completely dissalved. DO NOT AUTOCLAVE. Hektoen Enteric Agar 90 mm ready-louse plates 20 plates 10043
i il Melt the cantent of the boltle in a water bath at 100°C {loosing the cap partially removed) until Hektoen Enteric Agar 90 mm ready-to-use plates 100 _u_wﬁm. 10043* .
nmn.a_u_ﬂﬂm? dissolved. .ﬁm_.__uwn«wmi _rmn_MuM and r.m.mn__n the homogeneity _...r%m dissolved medium, Hektoen Enteric Agar  Bottles 6 x 100 ml bottles 402230
if it is the case turning the bottle upside down. Cool at 45-50°C, mix wel avaiding foam o 5 ~ = ==
formation and aseptically distribute into Petr dishes. Hektoen Enteric Agar  Bottles 6 x 200 ml bottles ) 412230
Hektoen Enteric Agar  Dehydrated medium 500 g of powder 610021
IESTEROCEDURE : : : o ; Hektoen Enteric Agar _ Dehydrated medium 100 ¢ of powder 620021
Inoculate the plates by directly streaking the specimen on the agar surface or spread the sample from an enrichment culture. - "n Ae = = = ECE T
Incubate aerobically at 35 + 2°C for 18-24 h Hektoen Enteric Agar _ Dehydrated medium 5 kg of powder 6160215
INTERPRETING RESULTS

Shigella and Frovidencia spp, form green, moist colonies,
Salmanella and Proteus spp, grow as blue-green colonies, with or without black center due to Ha$ production.

Coliforms, which are mostly rapid lactose-saccharose-salicin fermenters, develap red-saimon colonies surrounded-by a zone
of bile precipitate.

Enterococei, Staphylococci and other Gram-pasitive bacteria are partiafly or completely inhibited.

Notice that further testing should be conducted to confirm the presumptive identification of organisms isolated on this
medium.

APPEARANCE OF THE MEDIUM.
Dehydrated medium: free-flowing, homuoge
Prepared medium: slightly opalescent, green.

STORAGE , B .

The puwder is very hygroscopic, store the powder at 10-30°C, in 2 dry environment, in its ariginal container tightly closed.
Stare bottles and prepared plates a1, 10-25°C away from light. Do not use the product beyond its expiry date on the label ar
i product shows any evidence of contamination o any sign of deteriaration,

s, light beige,

SHELF LIFE

Dehydrated medium: 4 years,
Medium in bottles: 2 years
Readyan-use plates: & months,

Page 1 0f 2
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E.M.B. LEVINE AGAR
Terreno selettivo per lisolamento di enterobatteri gram-negativi (armonizzato Farmacopea SU)

FORMULA TIPICA {gfl)
Peptone 10.0
Lattosio 10.0
Fosfato dipotassico 2.0
EosinaY 0.4
Blu dl Metilene 0.065
Agar 15.0

pH finale 7.2+ 0.2 a 25°C

DESCRIZIONE

E.M.B. LEVINE AGAR & un terreno selettivo per l'isolamento di er i mqm_._._\:mmm._s -onf con le mumo_:n:m della Famacopea
nmm__ mﬂ._ Uniti (USP). E.M.B. LEVINE AGAR ¢ utilizzato per Manalisi sia di campioni clinici che alimentari come i prodotti caseari
pr per lindividuazione e ta conferma ded coliformi,

PRINCIPIO ; "
Il peptone @ |3 fonte di azoto, il lattosio & || carboidrato & bile ed il fosfato di ico &1 Eosina Y e biu di metilens
sono gli indicatori. Questi coloranti permettono anche di differenziare i :__n_.o_dm:_ma_ che fermentano il lattosio da i non fermentanti sulla

base del loro assarbimento allinterno delle colonie batteriche. Il blu di metilene agisce anche come agente selettivo in grado di inibire
parzlaimente i batteri gram-positivi.

PREPARAZIONE

Sospendere 37.5 g di polvere in 1 liro di acgua distillata. Scaldare fino 2 complela sciogimento, Aulodlavare a 121°C per 15 minufi.
Rafireddare a 45-50°C. Mescolare accuratameanie. Distribuire in piastre patri.

TECNICA
Utilizzare le procedure appropriate per ottenene colonie isolate dai campion| in esame. S dovwrsbbe seminars anche un terreno non
mm_mnzo per aumentare ta probabilita di pero quando =] ione di batteri gram-negativi & bassa e per avere Inoltre una

degli altri ¢ i nel campione. Incubere le piastre, al riparo dalla luce, a 352 per 18-24 ore. Se dopo 24 ore
non si verifica nessuna crescita, reincubare per altre 24 ore.

INTERPRETAZIONE DE] RISULTATI
) :.__ﬂ_eEm_..me_ ﬂ_m ..m_.:._m:."w:o il latiosia, _uo:..u | califarmi, Eom:.u:n. colonie blu-nere, mentre _w coiania n_n. _chmﬁ.:n: fermentanti

o]

£ 1)

D

2] p——
LI

SPECIFICHE DI PRODOTTO

ENOMINAZIONE

EM.B. LEVINE AGAR

HEES

Terreno disidratato n polvere

CONSERVAZIONE
10-30°c

CONFEZIONAMENTO

610018 5009
1620019 100g

Ref, c Confezi _

_ woo gdi _uo?m:w in Eam:_ﬁa di u_mmzﬂ
i .__..5 g1 polvere in conteritore di plastic i

-- pH DELTERRENO -
72+£0.2

IMPIEGD,

. LEVINE AGAR & un ﬁ:@:o lettivo per fisol to di

i gram-negativi

nmu Stati Uniti (USP)

TECNICA
Far riferimento alta scheda tecrica del prodotio

1.

.bm_u.mjm DEL TERREND
Aspetto: n..:._umo:mo

Colore: rosso chiaro-porpora
Terreno i piasta

Aspetto: opaco

Colore: rosso scuro blu-parpora

VALIDITA" DALLA DATA DI PRODUZIONE

SCHEDA TECNICA
TS 610019
Rev.q /22.05.2012
Pagina 2di 2

con le

ifiche della F

s pp =ppr GramFpnstivi, come git proconehl
fecali, stafilococchi e lieviti, n_,ﬁha:c su questo E:m:o formando di solito colonie puntiformi. Diversi batteri m_m-:..._mum»_s non patogeni

e che non fermentane il lattosio sano in grado di crescere su questo terreno ma possono essere distint! dal ceppl patogeni tramite
analisi biochimiche.

CONSERVAZIONE i
La polvere & molto igroscopica, conservare a 10-30°C in ambiente asciutte nel suo contenitore originate n..__:mo emmeticamente.

Utilizzare prima della data di scadenza apposta sull'etichetta o finché nan sono evidenti segni di deterioramento o contaminazione.
Conservare le plastre pronte a 2-8°C el fiparo dalla luce.

AVVERTENZE E PRECAUZIONI i

i prodaotto non contiene noclve in ¢ i superiori at limit stabiliti dalla leglstazlone comrente e percld nen & classificato
come pericoloso, Comunque per un uso coretto del prodotto si raccomanda di tare la scheda di si 1l predotto &
progettato per uso di >0 in vitro & deve essere utiitzzato da parte di personale quallficato.

SMALTIMENTO DEI RIFIUTI

Smallimenito dei rifiuli deve essere effattuato secondo le normative nazional: = _n_um__ vigent.

BIBLIDGRAFIA
1. Holf-Harris and Tongue (1918) J. infect. Dis. 18:595,
2. Levine (1918)J. Infect. Dis. 23:43.

3. Marshall ed: {1283) Standard methods for the examination of dalry products, 16" d; Amenican Public Health Association .
Washington, D.C.
S {2001} Campandic

Assoaation , Washington, D.C.

5. United wﬁ$m Pharmacopeial Convention, Inc. (2001) The United States Pharmacopeia 25/The National formulary 20 — 2002. The
United States Pharmacopeial Convention, Rockville, Md,

1 of mathods for
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e [vo]

4 anni
CONTROLLO DI E}E}
1. Controlloc iche generall, efichettaturs e stampa
2. Controllo microbiologico
inoculo per prodi 10-100 UFC/nd
Inoculo per selettiv 04-105 UFC/ml
Inoculo per specificiti: 104 UFC/mi
Condizioni di incubazione: 18-24 ore a 36 £ 1°C
Microrganismo ATcC Crescita Caratteristiche
Escherichia colf 25922 Buona Colonle verdi con riflessi metallici
Kiebsiella pneumoniae 13883 Buona Colonie rosa
Proteus mirabilis 25833 Buona Colonie Incolari
FPeeudomonas serugincss 27853 Buona Colonie Incaiod
Salmonella typhimurium 14028 Buona Colonie Incolori
Streptococcus faecalis 19433 {nibzione —
TABELLA DEI SIMBOL!

LOT| ™" |[IVD H@ﬁwSasa

Fabbricante

m Data di scadenza

m

_hOmH_.n_._stm r.
Via Scozla, Zona Ind.ke - 64006, Résetn degll Abruzl (TE) - ALY

| Mumers di | Lirmii o | Contenltn sufficiants Ts Zﬁzunu.:w_
| ! | 1| consultare le
| catalogo temperatura per<n>test t

| ..,“...v.. _L,m_.r
....r/ lontano da

| E_.a di calore |

I=tnizioni per fisa |

Tel +39 0B58930745 Fax +39 Website: wwul .net E-mall: liofilc




Dehydrated culture medium
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ENDO AGAR

Medium for coIiforrhs confirmatory test.

TYPICAL FORMULA (g/)

Peptone 10.0

Lactose 110.0

Dipotassium Phosphate 3.5

Agar i15.0

Sodium Sulphite 2.5

Basic Fuchsin 10.5

Final pH = 7.5 £ 0.2 at 25 °C.

DIRECTIONS |

Suspend 41.5 g of powderfin 1 liter of distilled or deionized v{ater. Heat to boiling with frequent arﬁd careful overturnings until
complete dissolution. Autoclave at 121 °C for 15 minutes. Evenly disperse the precipitate when dispensing. Use immediately.

DESCRIPTION l

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

For the confirmation of preéumptive tests with liquid media, gubculture tubes showing gas, or ac:iﬁ‘j and gas formation, onto an
Endo Agar plate. Incubate Iat 36 + 1 °C for 24 hours. Lactose fermenting coliforms (e.g. E. coli) give rise to deep red colonies
which color the surrounding medium and possess a golden metallic sheen. Non-lactose ferment%rs form colorless translucent
colonies, against the pink tb colorless medium.

QUALITY CONTROL

Dehydrated medium !

Appearance: free-flowing, fhomogeneous.
Color; medium purple. |
Prepared medium }

Appearance: opalescent with precipitates.

Color: pink. ‘ 3

Incubation conditions: 36 + 1 °C for 24 + 2 hours.

Microorganism %ATCC Growth Characteristics

Staphylococcus aureus i25923 markedly to completely inhibited

Escherichia coli 00 |26922  good red colonies w / green metallic sheen
Salmonella typhimurium 114028 good colorless to pink colonies

PERFORMANCE AND LIMITATIONS
If the medium is to be used the same day it is rehydrated, it does not need to be autoclaved. Boil to dissolve completely before
dispensing into plates. 1 \

STORAGE -

The powder is very hygroscopic: store the powder at 10-30 "'C, in a dry environment, in its original container tightly closed and
use it before the éxpiry date on the label or until signs of deterioration or contamination are evident. The medium should be
used the day it is prepared; if it is necessary store in the dark at 2-8 °C for no more than 3 days,

REFERENCES
1, Endo, S. (1904). Uber sin Verfahrenzum Nachweis der Typhusbacillen. Centr. Bakt., Abt 1, Orig. 35:108-110.

2. American Public .Health Association.(1975). Standard methods for the examination of water arhd wastewater, 14th ed.

PRESENTATION

Product REF V
ENDO AGAR (12.0 ) 610020 500 g
ENDO AGAR (24 1) 620020 100 g

TABLE OF SYMBOLS |
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KLIGLER IRON AGAR
Differential medium for enterobacteria identification.

TYPICAL FORMULA (af) b
Proteose Peptone 20.0
Sodium Chloride 5.0
Yeast Extract 3.0
Meat Extract 3.0
Ferrous Sulfate 0.2
Sodium Thiosulphate 0.3
Lactose 10.0
Glucose 10
Phenol Red 0.024
Agar 11.0

Final pH=7.4 £ 0.2 at 25 °C.

DIRECTIONS

Suspend 53.5 g af powder in 1 liter of distilled or deionized water. Heat to boiling until completely dissolved. Dispense into final
tubes. Sterilize in autoclave at 121°C for 15 minutes. Coal in a slanting position.

DESCRIPTION :
KLIGLER IRON AGAR is a solid medium used to distinguish between Enterobacteriaceae on the basis of their ability to ferment
{actose and / or giucose and to produce hydrogen sulphide.

[

W

Inoculate c< ﬂmUU_:u the butt and abundantly streaking the slope. Incubate at 36 + 1°C for 18-24 hours and check the color of
the medium both in the butt and at the slope. Also check for the presence of gas in the butt and the presence of the black
precipitate (HzS).

QUALITY CONTROL

Dehydrated culture medium
Rev. 0 - 3¢ Ed. 2004

Page2 of 2
PRESENTATION
N7
Product v
KLIGLER IRON AGAR (9.3 ) 610023 5009
KLIGLER IRON AGAR (1.81) 620023 100 g
TABLE OF SYMBOLS

lLoT] ssencose

Caution. consufl
Mianufzcl
ACCOMpaNYING Cocumerts t icsirigbal

I Ve Diagnostic
Wadical Device

ummm

Catstgguo Fragile, =
FEDE _ handie with cara m Usa b

Tempesature

HKeep away from
heal solme

Appearance: free-flowing, homogeneous.

Color: pinkish beige.

Prepared medium

Appearance: slightly opalescent, slight precipitate.
Color: slightly orange-red.

incubation condifians: 36 = 1°C for 18-24 hours.

Microorganism ATCC Growth Slant/butt Gas H:S
Citrobacter freundii 8090 good acid/acid + +
Escherichia coli 25922 good acid/acid + -
Proteus vulgaris 6380 good alkatine/acid - +

PERFORMANCE AND LIMITATIONS

A pure tulture is essential when inoculating Kligler lron Agar. If inoculated with a mixed culiure, irregular observations may
occur.

STORAGE
The powder is very hygroscopic: store the voinm_. at 10-30 °C, in a dry environment, in its original container tightly closed and
use it bafore the expiry date on the label or until sians of deterioration or contamination are svidant.

Store prepared tubes at 2-8°C.

REFERENCES
1! MacPaddin, 3F. (1976). Biochemicaltests for identification of medical bacteria.
2. Kiigler, L.J. {1918}, J. Exp. Mad. 28: 319-322,
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S.S. AGAR (MODIFIED)

Terreno selettivo per l'isolamento di Salmonella spp. e Shigella spp.
FORMULA TiPICA {gim

Peptone 5.5

Estratto di Came S0, -

Latlosio 10.0

SodioTiosolfato 8.5

Estratio di Lievito 5.0

Sodio Citrato 1.0

Sali di Bile N.3 1.5

Ammonio Ferrico Citrato 1.5

Verde Brillante 0.33mg

Rossa Neutro 0.025

Agar 14.0

pH Finsle 701 0.2

DESCRIZIONE .

S.S.AGAR :sOD:u_mQ & un terreno altamente selettivo per l'isolamento di Saimonella spp ed alcune specie di m.._ﬁm:m da materiale
clinico, alimenti ed aitd campioni.

PRINCIPIO : e
| microrgarnismi Gram-positivi ed | coliformi sono inibiti dal companenti selettivi: verde brillante, sali di bile, fosolfato e citrato. La
differenziazione dei microrganismi & ottenuta attraverso lintroduzione del latlosio nel terreno: gli organismi che fermentana il lattosio
produconoe acidificazinne che, in presenza del rosso neutro, determina la formazione di colonie rosse. 1 lattosio non-fernentanti
producone colenie-incolor. U-tiesolfato, in-combinazione-cen-iHferro, agisce-come un-indleatore perde-produzione di solfuro-che ¢
indicata da un annerimento del centro delle colonie.

PREPARAZIONE fiex
Sospendere 52.0 g di polvere in 1 livo di acqua distilata o delonizzatas stenle, Mescolare pens. Riscaldare agitando ¢ frequentes &
bollire fino a complets dissciuzions. NON AUTOCLAVARE. Rafireddare il terreno a 45-50°C. In condizioni di asepsi dispensare in
piastre Petrl & lasciar solidificare 7 tereno mantenenda | coperchi parzialmente rimossi.

TECNICA

iSCi il da i sulla superficie del terreno =i fine di isolare colonie pure da campioni contensnti una
flora mista. Incubare a 36+/-1°C per 16-24 ore.

SCHEDA TECNICA
TS 610042
Rev.3 | 19.06.2013
Pagina 2 di 2

DENOMINAZIONE
5.5, AGAR (MODIFIED)

PRESENTAZIONE
CONSERVAZIONE

CONFEZIONAMENTO

| Contenuto | :onum»mn_. confezionamento

500 a | uoo di polvers in fi

n plastics

_ mmaoan 100g | 100 g di polvers in flacone in plastica

| 6100425 1 Skg 5 xﬂ i poivere in contenitors in plastica

pH DEL TERRENO
T0+£0.2

IMPIEGC i
S.S. AGAR ¢ un terreno altamente seledtivo per [' di Sal ffa spp ed alcune specie di Shigeffa da materiale clinico,
alimenti ed allri campioni

TECNICA
Fare riferimento alla scheda tecnica del prodotio

ASPETTO DEL TERRENO
Terrenc disidrs

Aspetio: omogeneo

Colore: rosa chiaro
Tereno preparato

Aspetto: opaco

Colore: viola

VALIDITA DALLA DATA DI PRODUZIONE
4 ann|

noz_.mcFPEth.E» =

Salmonells spp ed altd microorganismi non fermentanti il lattosio POSSONO produire colonie opache, tralucenti o ﬁmﬂm_.m:w con o senza
il centro nero, Le cotonie di Shigella sane incolori. | pochi organismi che fermentano il lattosio, che riescono a crescere sul terreno, si
differenziano per le colonie rossastre di aspetto mucolde.

CONSERVAZIONE
Il prodetta pud essere conservalo a 10-30°C al ripara dalla luce, fino alla datz di scadenza indicata in etichetta. Efiminare se vi sono
segni evidenti di deterioramento o contaminazione.

AVVERTENZE E PRECAUZICNI 7
1l predotta non contisne naam_._nm nacve in concenlrazion] superiar ai imiti fissali dalla nomativa vigente, un_.nﬁ nan & n_n_mm__.nmp
come pericoloso; um_.._ suo impiego si consiglla ct di consultare la scheda di si lp &d

per Uso Diagnostico in vitro e deve essere utilizzato da parte di personale qualificato.

SMALTIMENTG DE! RIFIUTI
Lo smalimento def prodatts deve essere effettuato secondo le vigenti regalamentazion| nazionali & ocali.

nella, Shigella and Yersinia, p. 450-456. In Manual of clinical microbiology, 6th ed. American

D. (1995). Es,
society of micrabiology.
2. Leifson E. {1935). J. Pathol, Bacteriol. 40: 561,
3. Rose, H M, and M.H, Kolodny {1942}, J. Lab, Clin, Med. 27- 1081-1083.

LIOFILCHEM®S.r.l. C€E |IvD

“la'Scozia, Zona Ind e - 54026, Roseto degli Abruzs (TE) - TTALY
Tel +39 DBSBY3074S Fax +39 0856930330 Website: www.Boliichemonat - E-mail: liafilchem @Bliofilchem.nel

1. Controllo il estampa

2. Controllo microbiolagico
Dimensione dellinoculo per produttivita: 10-100 UFC/mi
Dimensione dellinoculo per selettiviti : 10°-10° UFC/mi
Dimenslane dellinoculo per specificita: s10* UFC/ml
Condizioni di incubazione: 18-24 h a 35 + 2°C in aerobiosi

Microrganismo Crescita Caratteristiche

Shigella flexneri ATCC® 12022 Buona Colonie incolori

Salmonelia typhimurium ~ ATCC® 14028 Buona Colonie incolori con o senza centro nero
Enterococcus faecalis ATCC® 29212 Inibita e

Staphylococcus aureus  ATCC® 25923 Inibita -

Escherichia coli ATCC®25922  Parzialmente inibita Colonie rosa o fosse
TABELLA DEI SIMBOLI

[
m Diata di scadenza
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TECHNICAL SHEET

TS 610042
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S.S. AGAR (MODIFIED)
Selective medium for the isclation of Saimonella spp. and Shigelfa spp.
TYPICAL FORMULA {gity
Peptone 5.5
Meat Extract 5.0
Lactose 10.0
Sodium Tiosulfate 85
Yeast Extract 5.0
Sodium Citrate 1.0
Bile Salts N.3 1.5
Ferric Ammonium Citrate 1.5
Brilliant Green 0.23mg
Neutral Red 0.025
Agar 14.0

Finat pH-7:0+6:2

DESCRIFTION

5.5 AGAR (MODIFIED) s a highly selective medium for the isolation of Saimanedia spp. and some species of Shigeia from clinical
specimens and food.

vx_zn_vﬂm

positive micr i and uo:R:ﬁm are inhibited by sslective components: brilllant green, X
citrate. The differentiations of micrc ined through the introduction of lactose in the medium. Lactose
cause acidification, thus formation of red coll for the presence of neutral red. Not-fermented microorganisms form instead

colourless colonies. Sedium fiosulfate in combination with iron acts as indicator for sulphur production causing the blackening of the
colony center.

sodium cow_._:mﬂm m:n_

PREPARATION : i

Suspend 52.0 g of the powder in 1 litre of distilled or deionized water, Mix wali. Haat 1o boll shacking frequeantly untll dissalved
completely. DO NOT AUTOCLAVE. Cool to 45-50°C. In aseptic conditions dispense in Petri dishes and let solidify the medium with the
lids of the plates partially removed.

TECHNIQUE

Inaguiate the plate streaking the sample onto the agar surface to isolate pure colonies from samples containing a mixed flora. Incubate
at 36+/-1°C for 18-24 hours.

INTERPRETATION OF RESULTS

TECHNICAL SHEET
TS 610042
Rev.3/19.09.2013
Page 20f 2

NAME

5.5. AGAR (MODIFIED)

PRESENTATION

Dehydrated medium

STORAGE

10-30°C

PACKAGING
Ref. Content | Packaging
610042 500 g | 500 g of powder in plastic batte
S20042 100 g 100 g of powder in plastic battle
5100425 Sky 5 kg of powder in plastic container

pH OF THE MEDIUM

7.0+£ 0.2

Use

S.5. AGAR (MODIFIED) is a highly selective medium for the isolation of Salmoneifa spp. and some species of Shigaffa from dlinical
specimens and foods

TECHNIQUE
Refer to technical sheet of the u..aa:n»

APPEARANCE OF THE MEDIUM
Dehydrated medium

Appearance: free-flowing, homogeneous
Colour: light-pink

Prey mediutn

Appearance: opalescent

Colour: purple

SHELFLIFE
4 y=ars

QUALITY. CONTROL

Salmoneiia spo. and other lactose not-fermentad mHCroorganisms can produce opaque, Fansiucent or fransparent colonies, with or
without black center. Shigella colonies are colourless. The few lactose fermented microorganisms, that are able to growth on the
medium, show reddish mucold colonles.

STORAGE ] S =

10-30"C zway from light, until the expiry date on the label. Eimingte if signs of daterioration or contaminaticn are evident,
WARMNING AND PRECAUTIONS 2 : 5 ¥
Th= product does not contain hazardous substances In concentrations excesding the limits set by curent legislation and

classified as dangerous, it is nevertheless recommended to consuit the safely data sheet for its correct use. The product is designed for
in vitro diagnostic use only and must be used by properly trained operators.

DISPOSAL OF WASTE
Dizposzl of waste-must be-caried-out according o the national and local regulaticns in force.

ﬂm-umwmznmm

Gray L.D. (1995). Escherichia, Salmoneila, Shigelia and Yersinia, p. 450-456. In Manual of clinical microbiolagy, 6th ed. American
society of microbiology.

Leifson E. (1935). J. Pathol. Bacterial. 40: 581.

Rose, H.M., and M.H. Koladny (1842), J. Lab. Clin. Med. 27: 1081-1083.
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1. Control of general characteristics, Iabel and print

2. Microbiological control
Inoculum for productivity: 10-100 UFC/m|
Inoculum for selectivity: 104-10° UFC/mi
Inoculum for specificity: <10* UFC/ml
incubation Conditions: 18-24 h at 35 + 2°C, in aerohiosis

Microorganism Growth Features

Shigelia flexneri ATCC® 12022 Good Coloudess colonies

Salmonella typhimurium  ATCC® 14028 Good Colourless colonies with ar without black cenler
Enterococcus faecalis ATCC® 29212 Inhibited —

Staphylococcus atreys  ATCE®-25923 Inhibited —

Escherichia colf ATCC® 25922 Partially Inhibited Pink or red colonies

TAHEEOR SYMBGIS —— SR

. ——m _ =
|LOT| sateh code E _________ s.__.anm_Dmﬂm.“_MMan | t Manufacturer | m

Da.zm_:m sufficient for | T3
<n> lests %
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RAPPAPORT VASSILIADIS SOY (RSV) BROTH
Enrichment medium for Salmonella spp isolation from meat and dairy products, feces and

sewage polluted water, according to ISO 8579 and ISO 6785.

TYPICAL FORMULA (all)
Soytane 4.5
Sodium Chloride 7.2
Potassium Dinydrogen Phosphate i.26
Di-Potassium Hydrogen Phosphate 0.18
Magnesium Chloride Anhydrous 13.58
Malachite Green 0.036

Final pH = 5.2+ 0.2 at 25 °C.

DIRECTIONS

Suspend 27 g of powder in 1 liter of distilled or deionized water. Heat gently until completely dissolved. Dispense into final
containers. Sterilize in autoclave at 115°C for 15 minutes.

DESCRIPTION
RAPPAPORT VASSILIADIS SOY (RSV) BROTH is used for selectively enriching Safmonefla from meat and dairy products,
feces and sewage polluted water, according to iSO 6573:2002 and ISO 6785:2001.

TECHNIQUE

The procedure recommended by 1SO 6578:2002 is
- Add a 25 g sample to 225 ml of Buffered Peptone
- Incubate at 37 £ 0.5°C for 16-20 hours

- Transfer 0.1 ml of the pre enriched culture to a tube containing 10 ml of Rappaport Vassiliadis Soy (RSV) Broth and 1 mlto a
flask containing 10 mi of Muelier Kauifmann Novobiocin Broth (MKTTn).

- Incubate the inoculated RVB Broth at 41.5 1 0.5°C for 24 + 3 hours,

- Incubate the inoculated MKTTn at 37 + 1°C for 24 + 3 hours.

- Using a cutture obtained from the RSV Broth inoculate by means of a 3 mm loop, a large size Petri dish containing X.L.D. Agar
(ref.10056), proceed in the same way from the enrichmenl tube by inoculating a second plating medium (e.g. Colorex
Salmonella Agar (ref.10614), or another suitable selective Salmonella Plating-out medium chosen by the laboratory).

- Using the cultures obtained in MKTTn after 24 hours of incubation, repeat the procedure with the same two selective plating-

out media.

STORAGE

g\%

Dehydrated culture medium

Rev. 1-02.03.2007

Page 2 of 2

The powder is very hvaroscopic: store the powder at 10-30 °C, in a dry environment, in its original container lightly closed and

use it before the expiry date on lhe label or until signs of delerioralion or contamination are evident.

Slore prepared tubes at 2-8 °C.

REFERENCES

1.1S0 6785: 2001, IDF 93: 2001. Milk and milk products — Detection of Salmonelfa spp.

2. Vassiliadis, P. (1983). J. Appl. Baci.54, 69.

3. Morinigo, M.A_, .1.J. Borrego, P. Romero (1986). J. App. Bacl. 61: 169-176.

PRESENTATION
Product REF N/
RAPPAPORT VASSILIADIS BROTH (18.7 1} 610175 50Cg
RAPPAPORT VASSILIADIS BROTH (3.7 1) 620175 100 g
TABLE OF SYMBOLS
VD “.w_.m_mﬁ_.wmsnm . /#/ limitation T e LOT

tests

Balch code \;

ik
e eep away Iram
REF Coosuenumeer | 21 1R

o
a3

Use by Caution, consult
¥ accompanying dacumenls

- Invert the dishes and incubate at 37 £ 1°C for 24 % 3 hours.

- Examine for the presence of typical colonies. Any typical or suspected colony should be subjected to a biochemical and
serological confirmation using a pure subculture on a Nutrient Agar plate.

QUALITY CONTROL

Dehydrated medium

Appearance: free-flowing, homogeneous.

Color: pale green to green.

Prepared medium

Appearance: clear.

Color: blue.

Incubation canditions: 41.5 + 0.5 °C for 18-48 hours.

Microorganism ATCC Growth
Escherichia coli 25922 markedly inhibited

Klebsiella pneumoniae 13883 markedly inhibited
Salmonelia typhimurium 14028 good
Salmonella enteriditis 13076 good

PERFORMANCE AND LIMITATIONS
The combined inhibilory factors of this medium (i.e. magnesium chioride, low prij may inhibil cerlain Saimoneila, such as S
typhi and S. choleraesuis. Isolation techniques should include a variety of enrichment broths and isolation media,

LIOFILCHEM s.r.l. — ‘ W =l
Via Scozia, Zona Ind.le - 64028, Roseto D.A. (TE) - ITALY W nm —<U
Phone +390858930745  Fax +390858930330 k
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© Liofilchem® - Chromatic™ Candida- Rev.0.1 /08 072015
Instructions For Use

Chromatic™ Candida ENGLISH

Chromogenic selective medium for the isolation and differentiation of
Candida spp directly from clinical and nonclinical specimens,

DESCRIPTION
Chromatic™ Candida is a chromogenic selective medium used for the isolation and differentiation of Candida
species directly from clinical and nonclinical specimens permitting to distinguish among C.albicans,

C.tropicalis, C.krusei, C.glabrata, C.dubliniensis and C.parapsilosis.

Although Candida albicans remains the most common cause of human Candidiasis, the frequency of infection

attributed to other members of the genus is also increasing. Effective treatment requires both early diagnosis and
prompt initiation of therapy against fungal infection.

TYPICAL FORMULA @b
Peptone
“hioratpheni
ﬁrqo_.:@mrm:_n Mix

Final UI 6.1+ 0.2 at 25°C

METHOD PRINCIPLE
Peptane provides amino acids, nitrogen, carbon, vitamins and minerals for organisms m_.o<$_.. Chloramphenicol

is the selective agent inhibiting most of the bacteria. Chromogenic mix alows to identify the Candida genus on
the basis of the color and morphology of the colonies. Agar is the solidifying agent.

PREPARATION

hydr: medium  Suspend 50.7 g of the powder in 1 liter of distilled or deionized water. Mix well. Heat
to boil shaking frequently untit completely dissotved. DO NOT AUTOCLAVE.

Melt the content of the battle in a water bath at 100°C (loosing the cap partially
removed) until completely dissolved. Then screw the cap and check the homogeneity of
the dissotved mrediamn, if it is the case E:.:_._m the bottle upside down, Coot-at 45-50°C,

mix-welavor

© Liofilchem® - Chromatic™ Candida- Revo 1/0807.2015

STORAGE
The powder is very hygroscopic, store the vos&Q at 10-30°C, =._ a QQ environment, in its original container
tightly closed. Store bottles and prepared plates at 2-8°C away from light. Do not use the product beyond its
expiry date on the label or if product shows any evidence of contamination or any sign of deterioration.

SHELF LIFE

Dehydrated medium: 4 years.
Medium in bottles: 1 year.
Ready-to-use plates: 6 months.

QUALITY CONTROL

Plates are inoculated with the microbial strains indicated in the QC table.
Inoculum for productivity: 50-100 CFU

noculum for selectivity: 10106 CFU.

Incubation conditions: aerobically at 35 + 2°C for 2448 hours.

| nn__ﬁ_m m:...:ﬁu_.._m ATCC® 10231 Good Creen colonies

|Candida krusei ATCCEN 14243 Good Pink colonies _
Candida parapsilosis ATCC® 22019 Good Pale pink-white colonies |
|Candicta tropicalis ATCC® 750 Good Blue colonies _
\Escherichia coli ATCO® 25922 Inhibited - |

\Staphylotoccus aureus ATCCR 25923

WARNING AND PRECAUTIONS
The product does not contain hazardous substances in concentr. ns exceeding the limits set 5 current
legistation and therefore is not-classified-as dangerous. It is e ded to consult the safety
data sheet for its correct use. The product is intended for in vitro diagnostic use and must be used only by
properly trained operators.

DISPOSAL OF WASTE

atiorrarmd ..Eﬂ—._:E.;__ distribute-into-Petridishes:

TEST PROCEDURE

Inoculate the medium by direct streaking, spread plating or membrane filtration method. Incubate aerobically at
30-37°C for 24-48 hours.

INTERPRETING RESULTS

After incubation observe the colorand the morphology of the colonies and interpret the results as indicated in
the 1D table.

iD ._.N—.._m.

ﬁm_ﬁim m__gnm:u nqmm_._
Candida dubliniensis Yellow-green
Candida glabrata Beige
Candida krusei Pink, pale edges
Candida parapsilosis Pale pink-white
Canarda ropicans Blue

See pictures in Appendix 1.

APPEARANCE ;
Dehydrated medium: free-flowing, homogeneous, light beige.
Prepared medium: slightly opalescent, very light beige

Page | of 2

Dispasal of waste must be carried out according to national and local regulations in force.

BIBLIOGRAPHY :

1. Odds, F.C. And Bemaerts. 1994, CHROMagar Candida, 2 new differential medium for presumptive
identification of clinically important Candida species. J. Clin. Microbiol. 32: 1923-1929.

2. Wingard, JR. Importance of Candida species other than C. albicans as pathogens in oncology patients. Clin
Infect Dis. 1995; 20: 115-25.

3. Pfaller, Huston and Coffman. 1996. J. Clin. Microbiol. 32: 1923-1929.
4. Maertens JA. History of the development of azole derivatives. ] Clin Microbiol Infect. 2004; 10: 1-10.

PRESENTATION I Contents Ref.
Chromatic™ Candida 90 mm ready-to-use plates 20 plates etz
Chromatic™ Candida 60 mm ready-to-use plates - 20 plates 163692
Chromatic™ Candida  Bottles o 6 x 100 ml bottles 481110
Chromatic™ Candida  Dehydrated midium 500 g of vosi& 610613

ChromaticT™ ﬂ.u:n_:r

h_D._.n

TABLE OF SYMBOLS
” LOT #oich e g wp
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Istruzioni per I'uso

Chromatic™ Candida ITALIANO

Terreno cromogenico selettivo per I'isolamento e la differenziazione di
Candida spp direttamente da campioni clinici e non clinici

DESCRIZIONE ]

Chromatic™ Candida & un terreno cromogenico selettivo u
Candida specie direttamente da campioni clinici a non clinici permettendo di distinguere tra C.albicans,
C.tropicalis, C.krusei, C.glabrata, C.dubliniensis, and C. parapsilosis.

Sebbene Candida albicans sia ancora la causa pitt comune di Candidosi negli umani, la frequenza di infezioni
attribuite ad altri membri del genere sta aumentando. Un trattamento efficace necessita sia di una diagnosi
precoce che di un inizio tempestivo della terapia contro I'infezione funginea.

FORMULA TIPICA {2/l
Peptone 10.0
Cloramfenicolo [+
M _Mﬂm_m\hanWma_nm . 25.2
Agar 15.0

pH Finale 6.1 £ 0.2 a 25°C

PRINCIPIO DEL METODO

peptane fornisce aminoacidi, azoto, carbonio, vitamine e minerali per la crescita degli organismi. Il
cloramfenicolo & 'agente selettivo inibendo fa maggior parte dei batteri. La miscela cromogenica permette di
identificare il genere di Candida sulla base del colore e della morfologia delle colonie. L'agar & Vagente
solidificante.

PREPARAZIONE

Sospendere 50.7 g di polvere in 1 litro di acqua distillata o deionizzata sterile. Mescolare
bene. Riscaldare agitando di frequente e bollire fino a completa dissoluzione.

NON AUTOCLAVARE.
+ to-di-una inbagromaria a 100°C (eor i tappi leggermente

dissoluzione delte Verifi

ia bBucna

© Liofilchem® - Chromatic™ Candida- Revo 1 /70807 2015

CONSERVAZIONE T
La polvere & forlemente igroscopica, conservare a 10-30°C, in ambiente asciutto, nel suo contenitare ariginale
chiuso ermeticamente. Conservare i flaconi e le piastre pronte 2 2-8°C al riparo daila luce. Non usare il
prodotto dopo la sua data di scadenza indicata sull'etichetta o se il prodotto mostra segni di contaminazione o
deterioramento.

DURATA

Terreno disidratato: 4 anni.
Terreno in flaconi: 1 anno.
Piastre pronte all'uso: 6 mesi.

CONTROLLO DI QUALITA

Le piastre vengono inoculate con | ceppi microbici indicati nefla tabella CQ.
Inoculo per produttivita: 50-100 UFC.

Inoculo per selettivita: 10%-106 CFU.

Condizioni di incubazione: ambiente aerobico a 35 + 2°C per 18-24 ore.

Tabella CQ.

[Candida albicans ATCC® 10231 Colonie verd

mﬁmza_a_m krusei ATCCE 14243 Caolonie rosa _
Candida parapsilosis ATCCR 22019 Colonie rosa chiaro-bianche
iCandida tropicalis ATCED 750 Calanie blu
\Escherichia coli ATCCE 25922 nibi — |

| :
|Staphylococcus aureus .ﬂ.ﬁﬁ ®25923 =

AVVERTENZE E PRECAUZIO Miss smsissarinesisise et

I prodotto non contiene sostanza macive in concentrazioni superiori ai limiti fissati dall’attuale legislazione e
percid non & classificato come pericoloso. Ciononostante si raccomanda di consultare la scheda di sicurezza
per il suo corretto uso. Il prodotto & da intendersi per uso diagnostico in vitro e deve essere utilizzato
esclusivamente da operatori adeguatamente addestrati.

omogeneita del nm:m...o capovolgendo la flacone n_o_uo averne avvitato il tappo.
Raffreddare a 45-50°C, mescolare bene senza formazione di bolle. Versare in piastre Petri
in condizioni di asepsi.

PROCEDURA DEL TEST
Inoculare il terreno per striscio, spatolamento o con il metodo delle membrane filtranti. Incubare a 30-37°C per

24-48 ore in atmosfera aerobica.

INTERPRETAZIONE DEI RISULTATI

colore delle colonie ed interpretare i

Dopo ’incubazione osservare
Tabella 1D,

i come indicato nella tabetla 1D.

Candida albicans Verde
Candida dublinfensis Giallo-verde
Candida glabrata Beige

Rosa, bardi chiari
Candida parapsilosis Rosa chiaro-bianco
Candida tropicalis Blu

Consultare le figure nell’Appendice L

ASPEFTO
Terreno disidratato: omogeneo, fine mﬂm:c_o:._m:‘_P Um_mm chiaro.
Terreno preparato: beige molto chiaro, leggermente opalescente

Pagina 1di 2

SMALTIMENTO DEI RIFIUTI
Lo smaltimento dei rifiuti deve essere effettuato in conformita alle normative nazionali e locali in vigore.

BIBLIOGRAFIA

1. Odds, E.C. And Bernaerts. 1994. CHROMagar Candida, a new differential medium for presumptive
identification of clinically important Candida species. ]. Clin. Microbiol. 32: 1923-1929,

2. Wingard, JR. Importance of Candida species other than C. albicans as pathogens in oncology patients. Clin
Infect Dis. 1995; 20: 115-25.

3. Pfaller, Huston and Coffman, 1996. J. Clin. Microbiol. 32: 1923-1929.

4. Maertens JA. History of the development of azole derivatives. ) Clin Microbiol Infect. 2004; 10: 1-10.

PRESENTAZIONE Contenut Ref.
‘Chromatic™ Candida  Piastre da 90 mm pronte alluso 20 piastre 11612
Chromatic™ Candida _Piastre da 60 mm pronte all'uso 20 piastre ) ._mwmom
Chromatic™ Candida _ Flaconi — 6flaconida 100ml 481110
Chromatic™ Candida  Terreno 500 g di polvere 610613
Chromatic™ Candida  Terreno disidratato 100 g di polvere 620613

TABELLA Gm— SIMBOLI
wD Eixi:é Mtlico

Fahbricants m Lnjiliprare entr ) H e, manesaian:
enf ¢
™ T /M Contente sufficiente e Attinzione, Consu { Mo riotlzsan:
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Instrucciones de Uso
SRR . . ESPANOL
- @ Chromatic™ Candida
mm Medio de cultivo cromogénico selectivo para el aislamiento y diferenciacion de
Candida spp directamente desde muestras clinicas y no clinicas.

DESCRIPCION
Chromatic™ Candida es un medio de cultivo cromogénico selectivo para el aislamiento y diferenciacién de

Candida spp. directamente desde muestras c! as permitiendo diferenciar entre C albicans,
C.tropicalis, C.krusei, C.glabrata, C.dubliniensis y C.parapsilosis.

Aunque la Candida albicans es la causa mds frecuente de Candidiasis en humanos, la incidencia atribuida a
otros :vom dentro am este mm:m«o estd aumentando. Un tratamiento eficaz requiere un diagndstico precoz y un

_J_(.CC

FORMULA g/
Peptona 10.0
Cloranfenicol 05
Mezcla Cromogénica 25.2
Agar 150

pH Final 6.1 = 0.2 at 25°C

PRINCIPIO DEL METODO

La Peptona proporciona aminodcidos, nitrégeno, carbono, vitaminas y minerales necesarios para el crecimiento
de los hongos. El Cloranfenico! es un inhibidor de antibidticos de amplio espectro para un gran nimero de
bacterias Gram-negativas vy Gram-positivas. La Mezcla Cromogénica permite la identificacion de los diferentes
tipos de Candida segiin el color y la morfologia de las colonias. El Agar es el agente solidificante

PREPARACION

Medio deshidratado ~ Suspender 50.7 g del polvo deshidratado en 1 litro de agua destilada o desionizada.
Mezclar bien. Calentar hasta la ebullicién removiendo frecuentemente hasta la
completa disolucion. NO AUTOCLAVAR.

Medio en botetta Disotver el contenido de ta botelta en un bafio con agua a 100°C (con el tap6n

—figeramente desenrroscadol-hasts sutompieta disofucion. €Comprobarfs
homogeneidad del medio disuelto, girar |a batella si es necesario para ayudar a la
homogeneizacian. Eniriar a 45-50°C, mezclar bien evitando la formacion de burbujas
y distribuir en placas Petri de forma aséptica.

PROCEDIMIENTO DEETEST, o ;
inocular el medio en u_.o.ﬂ::a_amn_ _uow estriacion o con el método de filtracién de BmEU;Sw Incubar en
condiciones aerdbicas a 30-37°C durante 24-48 horas.

FERPRETAGION BEFOSRESULTADOS

Después.de incubar, observar el color y la Bo&OmE de las coloniase pngnmﬁﬁ_om Bmc:manum m..m:.mbnOF
tabla de identificacidén.

Tabla de Identificacion.

Micraerganismo . Aspecta de lay catonias
Candida albicans Verde
Candida duliliniensis Amarillo - verde
Candlida glabrata Beige
Candida krusei Rosa, bordes claras
Candida parapsilosis Blanco - rosa claro
Candida trapicalis Azui

Ver fotos en el Apéndice 1,

ASPECTO
Medio deshidratado: suelto, homogéneo, beige claro.
Medio preparado: ligeramente opalescente, beige muy claro.

Pégina 1 de2
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ALMACENAMIENTO 2

El polvo deshidratado es muy _,__manov_no‘ m_.:mnm:m_. a 10-30°C, en un entorno mmno. en su frasco o:m__._m_
correctamente cerrado. Almacenar las botellas y las placas preparadas a 10-25°C fuera del contacto de la luz.
No utilizar el producto fuera de la fecha de caducidad descrita en la etiqueta o si el producto presenta alguna
muestra de deterioro o contaminacion.

SHELF LIFE

Medio deshidratado: 4 afios.
Medio en botellas: T afio.
Placas preparadas: 6 meses.

CONTROL DE CALIDAD

Las placas se inoculan con las cepas indicadas en la siguiente tabla.
Indculo para productividad: 50-100 CFU.

Indculo para selectivitidad: 10%-10% CFU.

Candiciones de incubacian: aershicas a 35 = 2°C durante 24-48 horas.

Tabla CC

'Candida albicans ATCC® 10231 Bueno Colonias verdes

mhmas._.u.m krusef ATCCE 14243 Bueno Colonias rosas __
|Candida parapsilosis ~ ATCC® 22019 Bueno Colonias blancas - rosa claro |
|Candida tropicalis ATCC® 750 Bueno Colonias azules _
Escherichia coli ATCCE 25922 Inhibicidn —

|Staphylocaccus aureus  ATCC® 25923 {nhibicidn _

ADVERTENCIAS Y PRECAUCIONES

Este producto no contiene sustancias peligrosas en concentraciones que excedan los limites fijados por la
legislacion actual y no esté clasificado como peligraso. Se recomienda de todas formas las lectura de la hoja de
seguridad para el uso apropiado. El producto estd pensado para un uso exclusivo de diagnéstico in vitro y debe
ser utilizado sélo por operadores debidamente adiestrados.

Dmmmnzo DE mmm:uCOm

BIBLIOGRAFIA

1. Odds, F.C. And Bernaerts. 1994. CHROMagar Candida, a new differential medium for presumptive
identification of clinically important Candida species. J. Clin. Microbiol. 32: 1923-1929.

2. Wingard, JR. Importance of Candida species other than C. albicans as pathogens in ancology patients. Clin
Infect Dis. 1995; 20: 115-25.

3. Pfaller, Huston and Coffman. 1996. J. Clin. Microbiol. 32: 1923-1929.
4. Maertens JA. History of the development of azole derivatives. ) Clin Micrgl

nfect. 2004; 10: 1-10.

- PRESENTACION e ~ Contenido L
Chromatic™ Candida  Placas listas para uso de 90 mm 20 placas 11612
Chromatic™ Candida  Placas listas para uso de 60 mm 20 placas 163692
Chromatic™ Candida — Botellas 6x-100-ml botellas 48110
Chromatic™ Candida  Medio deshidratado 5008 de pols ao_(c deshidratado 610613
Chromatic™ Candida Medio deshidratado 100 g de polvo deshidratado 620613
TABLA DE SIMBOLOS

- L s -]
Oy [ Rk

i Nimern dt — = Conienido susickente pais
_ REF A % Eirrrites e et ﬂ m iR i
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Insttuctins For Use
Chromatic™ Candida

Chromogenic selective medium far the isolation and differentiation of
Candida spp directly from clinical and nonclinical specimens.

ol

C. parapsitosis ATCC® 22019

o ==

,, ... . ﬂ .. ... ... m ‘
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© Liofilchem® - Fluid Thioglycollate Medium - kv 1713 05 2005 © Liofilchem® - Fluid Thioglycollate Medium - reva 1713052015

Instructions For Use

. . - ENGLISH QUALITY CONTROL
Fluid .—.—.-QW—%GQ_—.NHO Medium Fluid Thiogly ¢ Medium |s inoculated with the microbial strains indicated in the QC table.
Liquid medium for sterility test and cultivation of fastidious anaerobic and aerobic for productivity: = 100 CFUL
microorganisms, according to Harmonized USP/EP/)P and 1SO 7937. Incubation conditions: 24 h al 30-35°C for bacteria, 48 b al 20-25°C for yeasts, 72 hal 20-25°C for moulds
(Pharmacopoeia growth promotion);
DESCRIFTION 18-24 at 37 + 1°C for Clostridium perfringens (SO 11133).

Fluid Thioglycollate Medium is a general purpase liquid enrichment medium used far sterility contral of pharmac
prosducts and for cultivation and isolation of fastidious anaerabic and aerobic microorganisms.

The composition is in accordance with the requirements of the Harmonized US, European and Japanese Pharmacopoeia as 7 et ik
well as with ISO 7937 for isolation of Clostridium perfringens. -_— Bacillus subtilis ATCCE 6633

! feli o |
TYPICAL FORMULA 3 @ _ﬁ___om:__n._ca sporogenes ATCCE 19404
Enzymatic Digest of Casein 15.0 |Escherichia colt ARG
Yeast Extract 5.0 {Pseudomonias aeruginosa ATCCD 9027
O_c.nomm 5.5 [Staphylococeus aureus ATCCE 6538 _
soditmiChiorde 2.5 |Candlida afbicans ATCC® 10231 Visible turhidity
Sadium Thioglycollate 0.5 | -
L-Cystine 05 (Aspergiflis brasfiiensis ATCCE 16404 Visible torbidity t
Resazurin 0.001 Clastridivm perfringens WIICM 00007 Slight to good turbidity
}Wmﬁ ol v oo 0.75 . - )
Final pH 7.1 £ 0.2 at 25°C WARNING AND PRECAUTIONS
The praduct does not contain hazardous substances in concentrations exceeding the limits set by current legisiation and
METHOD PRINCIPLE i : ; therefare is not classified as dangerous. it is nevertheless recommended to consult the safely data sheet for its correct use.
Enzymatic digest of casein pravides amino acids, nitrogen, carbon, vitamins and minerals for organisms growth. Yeast The product is intended for in vitro diagnostic use and must be used only by properly trained operators.
exlract Is a saurce of vitamins, particularly of B-group. Glucase is a source of energy. Sudium chloride maintains the osmotic DISPOSAL OF WASTE %
cmﬁ:nmdw%mBacﬂ.‘mogﬁam@nozuﬂdﬂmﬁ.nﬁn:m are included to reduce the redox potential of the medium and Disposal of waste must be carried out according to national and local regulations in force.
create an anaerobic atmosphere. These reducing agents also neutralize the bacteriostatic effects of mercury and other heavy
metal compounds in the preparation to be tested for sterility. Resazurin is an oxidation-reduction indicator being pink when BIBLIOGRA®) et e I : il T
oxidized ad colorless when reduced. The small amount of agar assists in the maintenance of a low redox potential by LS _me.. aninual feed and water = Pregaration, prodiction, storage and pedormance testing of culture
e A " k R Py . media,
stabilizing the medium against convection currents, thereby maintaining anaerobiosis in the lower depths of the medium. 2. 150 7937:2004, Microbiology of food and animal fesing stuffs — Harizontal method for the ent fon of Clostridium perfringens ~
PREPARATION Colony count technique.
S LT RRRECK 3. Uniled States Pharmacopeial Convention (2008). The United States Phamacopeia, 31/the National formulary 26, Supp. 1, 8-1-08,
Dehydrated medium Suspend 29.8 g of the powder in 1 liter of distilled or deionized water. Mix wefl. Heat to boil online.
shaking frequently until completely dissolved. Dispense into appropriate containers. Sterilize 4. European Directorate for the Quality of Medicines and Healthcare. 2008.The Eurapean pharmacapoeia, 6th ed., Supp. 1, 4-1-08,
in autoclave at 121°C for 15 minutes. & online. b I . TR
e e e e e e e e - 5. Japanese Ministry of Health, Labour and Welfare. 2006, The Japanese pharmacol oth €6, online.
Medium in twbeshottles f the medium exhibits mare than 20% pink color (due o oxidation), the Bmm«:..:._‘:wﬁ.um & Brewer | H, (1940) Clear liquid medium for the aerobic “cultivation” of anaerrbes. J. Am. Med, Assor. 115:598-600.
e stghTy fonsener i steam o boting water norder-to - _
expel the oxygen. PRESENTATION Contenls Rei. 3
Fluid Thioglycollate Medium Tubes 20 x 10 m tubes 24124
IE RO fn s Fluid Thioglycollate Medi Tubes 100 x 10 ml wh 2124
The medium can be directly inoculated with the test sample (the amount of the inoculated sample material shauld not be ulc Tioplycorsr fum v XSRS
exceed 10% volume of the medium). Incubate at 30-35°C for up to 14 days. Growth of strictly aerobic bacteria can be Fluid Thioglycollate Medium Tubes B 10 x 20 m! tubes 21241
_Ev«o,n_\mn by slightly _ocmmm:_:wﬂrm can T " | h black col | Fluid Thioglye Tubes 20 x 20 ml tubes 24241
According 1o 150 7937 for confirmation of Clostridium perfringens incoculate each black colony from Sulfite Cycloserine S Y P s . B p
Agar {ref. 402700} into Fluid Thioglycollate Medium. Incubate at 37 + 1°C for 18-24 hours. Subsequently, transfer 5 drops of Fluid Thioglycollate Mediym Bomles 6 x 100 md boules (Rip-off cap) Y
the enrichment culture into Lactose Sulfite Medium (ref. 610358} and incubate at 46 + 1°C for 18-24 hours. Fluid Thioglycollate Medium Battles 6 x 300 ml bottles (flip-off cap) 400120
INTERPRETING RESULTS : I.Ea ,_.—..Wm_ﬁlo:w»m ZR_E:_ won_m 6 x 1000 ml bottles {flip-off cap) So..u.no
Turbidity of the medium indicates microbial growth. Obligate anaerabic microarganisms such as Clostridiom sporogenes are Fluid Thioglycollate Medium Bottles . 6x 100 ml b Iscrew cap) 452060
m.ﬂcs.‘_._:n in the lower, q.n:guim.r part of the 0.3_3 medium. .:”.n m_.n.,Sr.cﬂ fae v anaerobic microorganisms such as Fluid Thioglycollate Medium Bottles 25 x 100 ml bottles {(screw capl 453060
Staphylococcus aureus is distributed throughout all the medium, Asrobic microorganisms such as Pseudomonas deruginasa rarr % = - =
are able to grow in the upper stightly pink layer (oxidized part) of the medium. Fluid Thioglycollate Medium Bottles 6x900mibottles (screw cap) 46300
Fluid Thioglyeollate Medium Bottles 6 x 100 mi bottles icrimp cap) 495020
APREARANGE . = : Juid Thioglycollate Medium Bottles 6% 100 m bottles (perforable cap) 493000
Dehydrated medium; frae-flowing, homogeneous, light beiga. — = = fectrable eap s
Brepared medium: slightly opalescent, light amber (20% o less of upper laver may be pinkl. i Bottles &% 500 mlbottles fwide neck) — 470300
STORAGE = Dm_..ﬁ.._n;mn_. :du._._m:_._._ 500 w-nl.m pawder 610050
The powder is very hygroscapic, store the powder at 10-30°C, in a dry environment, in its original cantainer tightly closed. Dehydrated medium 100 g of powder 620050

Store bottles and tbes at 10-25°C away from light. Do not use the product beyand trs expiry date on the label or if product aam.:._.um collate Medium Dehydrated medium 5 kg of powder 6100505
shiows any evidénce of contamination or any sign of detetinration, ’ — . S S

SHELFLIEE : TABLEOE merﬁé__m : =i —
Dehydrated m medyears. i | It vitrrs Diagrenstic: | M’ R Kz maay
Medium inbottles: 2 1mwﬂr 5 .FO.“. W.__I: e m_€U | Loy — M. Wit : ..\Mm_.|/. n..::_ snlight -
Madiam in tubest | vear - REF Latatupee [ % Ciutisn, consult @ (AR OAL T
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ate Medium -

Ituzioni per 'uso

Fluid Thioglycollate Medium [TALIANG
Terreno liquido per i test di sterilita e la coltivazione di microorganismi esigenti
anaerobi ed aerobi, secondo USP/EP/|P armonizzata ed ISO 7937.

nterieno dia
la coltivazione e I'isolamento a microrganismi esigenti aerobi ed anaerol

ate Medium & ¢

».,._Sﬁmmc:n

La composizione & in conformila con i requisiti dettati della Farmacopea armonizzala Statunitense, Europea, e Giapponese.
Il terrenn & raccomandato da {SC 7937 per I'isolamento di Clostridium perfringens.
FORMULA TIPICA ((Z0)]
15.0
5.0
5.5
Sadio Cloruro o>
—-- —SodioTioglicollato— = (05
L-Cistina 0.5
Resazurina 0.001
Agar G.75

pH Finale 7.1 £ 0.2 a 25°C

PRINCIPIO DEL METODO
1l digerito enzimatico di caseina fornisce aminoacidi, azoto, carbonio, vitamine e minerali per la crescita degli organism
Lestratto di lievito & una fonte di vitamine, sopratutta del gruppo-B. Il glucosia & il carboidrato fermentabile. Il sodio clorura
mantiene il bilancio osmntico del terreno. Sadio tioglicallato e L-cistina sono inclusi per ridurre il potenziale redox del
terreno e creare un ambiente anaerobico. Questi agenti riducenti neutralizzano anche gli effe
iente presenti nella pr. mnmqu_cﬂm oggetto del controllo di steri

del mercurio

il terreno rispetta alle correnti convettive e mantenendo n_c_:n_ ‘anaerobiosi :mm: strati _umc U:umo:n: del terreno.

PREPARAZIONE
Terreno disidratalo

bene. Riscaldare agitando di frequente e bollire fino a completa
autoclave a 121°C per 15 minuti.

soluzione. Sterilizzare in

e Medium - Reva s

3 Liofilchem" -Fluid Thioglycol

CONTROLLO DI QUALITA

| terreno viene inoculalo con i ceppi microbicl indicati nella tabella CQ.

inoculo per produttivity: <100 UFC.

Condizioni di incubazione: 24 ore a 30-35°C per batieri, 48 ore a 20-25°C per liev
(Pharmacopocia growlh pramalion);
18-24 ore a 37 = 1°C per Clostridium perfringens (150 1

, 72 ore 2 20-25°C per muffe

33).

Tabella CQQ

)@

{Bacillus-su } ATCCHE 6633 Torbidita c_m__u__n
|Clostridium sporagenes ATCCH 19404 Torbidita visibile _
|Escherichia coli ATCCE 8739 Torbidith visibile _
immmcn,oio:mm aeruginosa ATCC® 9027 Torbidita visibiie |
T.Ebriomogﬁ aureus ATCC® 6538 Torbidita visibile
Tm:&im albicans ATCC® 10231 Torbidita visibile
‘Aspergillusbrasiliensis—— —  -ATEE®-16404 ———- -—Torbidita-visibie—- —;

Clostridium perfringens <<UQ<_ oooow Torbidita da leggera a buona I

AVVERTENZE E PRECAUZIONI

prodotto non contiene sostanza nocive in concentrazioni superiori ai limiti fissati dall‘attuale legislazione e percid non &
classificato come pericoloso. Ciononostante si raccomanda di consultare la scheda di sicurezza per il suo corretto uso
prodotto & da intendersi per uso diagnostico in vitro e deve essere utilizzato esclusivamente da operatori adeguatamente
addestrati.

mZ-}.H...Z—mZ._.O DEI RIFIUTI

deve essere

uti de 1 vigore,

w_ww_00m>1_> a

1. 1SO 11133:2014. Microbiclogy of food, animal feed and water — Preparation, production, storage and performance testing of culture
media.

2. ISO 7937:2004. Microbiology of fuod and animal feeing stulis - Horizontal method ior the enumeration of Clostridium perfringens -

Colony count technique.

3. United States Pharmacopcial Convention (2008). The United States Pharmacopeia, 31/the National formulary 26, Supp. 1, 8-1-08,
online

4, European Directorate for the Quality of Medicines and Healthcare, 2008 The European pharmacopoc
online

5. [apaness Ministry of Health, Laboor and Welfare. 2006, The Japancse pharmacoposia. 15th ed., anl

. 6th ed., Supp. 1, 4-1-08,

Terrenc in provettefflaconi  5e il terreno appare di colora rosa per piu del 20%, (dovuto all'essidaziane], To st pud

riscaldare una volta in acqua bollente o vapore per 5 minuti con li tappo leggermente svitato
per espeliere Iossigeno,

PROCEDURA DEL TEST
1l terreno pud essere inoculato direttamente con il campione da testare (la quantita di campione da inocuiare non dovrebbe

superare il 10% del volume del teireno). Incubare a 30-35°C fino a 14 giorni. La crescita dei batteri strettamente aerobi pud
essere migliorata svitando leggermente il tappo.

ISO 7937 raccomanda di confermare Clostridium perfringens inoculando Fluid Thioglycollate Medium con ciascuna colonia
nera cresciuta su Sulfite Cycloserine Agar (ref. 402700). Incubare a 37 + 1°C per 18-24 ore. Quindi, trasferire 5 gocce della
coltura di arricchimento in Lactose Sulfite Medium (ref. 610358) ed incubare a 46 + 1°C per 18-24 ore.

INTERPRETAZIONE DEI RISULTATI

La torbidita del terreno & indice di crescita microbica. | microrganismi anaerobi obbligati come il Clostridium sporogenes
crescono nella parte bassa giallastra del terreno. La crescita dei microrganismi anaerobi facoltativi come lo Staphylococcus
aureus € dilfusa in tutto il terreno. | microrganismi aerobi come Pseudomonas aeruginosa crescono nello strato superiiciale
e leggermente rosa (parte ossidata) del terreno.

ASPETTO
Terreno disidratato: omogeneo, fine granulometria, beige chiaro.
Terreno preparato: ambra chiara, legaermente opalescente (il 20% o meno dello strato superfi

ale pud essere rasa).

CONSERVAZIONE

La polvere & fartemente igroscopica, conservare a 10-30°C, in ambiente asciutto, nel suo cantenitore originale chiuso
ermeticamente. Conservare i flaconi e le provette 2 10-25°C al riparo dalia luce. Non usare il prodotto dopo |a sua data di
scadenza indicata sull’etichetta o se il prodotto mostra segni di contaminazione o deterioramento.

VALIDITA

. Brewer |H, (19400 Clear ligquid medism for the aerobi

uidd medie aerihic “cultivation” of anasrobes. [, Am. Med, Assoc, T15:598-600,

PRESENTAZIONE 5 Contenuto Ref.
Fluid Thioglycol late Medium Provelte _ Provette 20 x 10 m{ 24124 " .|.
Fluid ._.Eom_«\no__mﬁ.m Medium Provette “Provette 100 x 10 mi 26124
Fluid Thioglycollate Medium ?o<m.=.m. T Fo<m=m 10x20 :u:l || |.|. 21241
_n_c_al.H,Wm.v_ﬂno__m? Medium Provelte ~ Provetie 20x 20 m a4 -
Fluid Thioglycollate Medium  Flaconmi " Flaconib x Amwm m! (tappo E_u‘om,u.-.| 400020

luid Thioglycollate Medium Flaconi Flaconi 6 x 300 ml (tappo flip-off) 400120

Fluid Thioglycotlate Medium Flacani " Flaconi 6 x 1000 ml (tappo flip-oft} 400220
,m._yr._,_mM_“_ﬂ%«.mo:kn\?,‘m\m_cﬂs “Facomi Flaconi & x 100 ml {lappo a vite) T
Fluid Thioglycollate Medium Flaconi Flaconi 25 x 100 ml (tappo a vile) T 453060

Fluid Th oglycollate Medium Flaco Flaconi & x 900 m (tappo a vite) T 463100
Fluid Thioglycollate Medium Flaconi " Flaconi 6 x 100 ml {tappo a ghiera) 495020 ’
Fluid Thioglycollate Medium Flaconi Flaconi 6 x 100 ml (tappo perorabile) 493000
Fluid Thioglycollate Medium Flaconi Flaconi 6 x 500 m} (collo largo} 470300

Fluid Thioglveollate Medium Terrena disidratatao 500 g of polvere 610050
Fluid Thioglycollate Medium Terreno disidratato 100 g of polvere oeoowm|...||
Fluid Thioglycollate Medium Terreno disidratato 5 kg of polvere 6100505
TABELLA DEL SIMBOLE = R

- : T F
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ROGOSA AGAR
Selective basal medium for lactobacilli isolation and enumeration.
TYPICAL FORMULA (g
Tryptone 10.0
Yeast Extract 5.0
Glucose 10.0
Arabinose 5.0
Saccharose 5.0
Sodium Acetate 15.0
Ammonium Citrate—- 20—
Monopotassium Phosphate 6.0
Magnesium Sulfate 0.57
Manganese Sulfate Q.12
Ferrous Sulfate 0.03
Agar 15.0
FinalpH=5.4+0.2 at 25 °C.
DIRECTIONS
Suspend 73.7 g of powder in 1 liter 0 ed or deionized water. Add 1 ml of Tween 80 supplemnent (code 80031)
and 1,32 mi of glacial acetic ompletely dissolved. Boil for 2-3 utes. Cool to 45-56°C. Dispenise

in pety o not overheat.

DESCRIPTION
ROGOSA AGAR is a selective basal medium for isolating, cultivating and enumerating oral, vaginal, and fecal

lactobacilli. The low pH and the high sodium acetate concentration effectively suppress other bacterial flora and
allow the lactobacilli to flourish.

TECHNIQUE

Spread with a sterile spatulum the material to examine on the surface of the solidified medi Incubate at 36 + 1°
C for 40-48 hours. It is preferable to incubate in an atmosphere containing 95% of hydrogen and 5% carbon
dioxide: this prevents evaporation, provides micro-aerophilic conditions favoured by lactobacilli and carbon dioxide
has a stimulating effect on their growth. If a suitable container is not available, overlay the inocuiated plates with a
second layer of Rogosa Agar before incubation. Thermophilic lactobacilli are to be incubated at 42 °C for 48 hours,
psychrotrophic organisms are to be incubated at 30 °C for 2 days and at 22 °C for a further day, Leuconostocs from
meat are incubated at 25 °C for 3 days.

QUALITY CONTROL
Dehydrated medium

Appearance: homogeneous with soft clumps.

Colour: beige.

Prepared medium

Appearance: slightly opalescent, may have slight precipitates.
Colour: light amber.

Incubation conditions: 36 + 1°C for 40-48 hours.

Microarganism ATCC Growth

Lactobacilius casei _| u 9595 good

Lactobacillus delbrueckii- - — 4797 - good -~ — - —- - - =

Staphylococcus aureus 25923 markedly to completely inhibited
LIOFILCHEM s.r.l. “
Via Scozia, Zona Ind.le - 64026, Roseto D.A. (TE) - ITALY nm —<U
Phone +390858930745  Fax +330858930330

Website: www.liofilchem.net  E-mail: liofilchem@liofilchem.net
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PERFORMANCE AND LIMITATIONS

Since the nutritional requirements of organisms are diiferent, some strains may be encountered thai fail o grow or
grow poorly on this medium. The medium is slightly acid and positive reactions may be slower than with phenol red
carbohydrate medium. The salt in the formulation makes the media not suitable for isolation of dairy lactoba
e.g. L. lactis, L. bulgaricus, L. Helveticus.

STORAGE

The powder is very hygroscopic: store the powder at 10-30 °C, in a dry environment, in its original container tightly
closed and use it before the expiry date on the label or until signs of deterioration or contamination are evident.
Store prepared plates at 2-8 °C.

REFERENCES
1. Rogosa, M., J.A. Mitchell, and R.F. Wiseman, (1971) J. Bacteriol. 62:132.

2. Rogosa, M., J.A. Mitchell, and R.F. Wiseman, (1951). J. Dental Res. 30:682.

3. ISO/TC34/SCE6/WG15. (1984). Enumeration of Lactobacteriaceae in meal and meat producls
4. Sharpe M.E. (1960) Lab. Practice 9: 223-227,

PRESENTATION :
Product E ﬂ
ROGOSAAGAR (6.7 1) 610176 500g
ROGOSAAGAR (1.3 1) 620176 1004g
TWEEN 80 supplement 80031 2x50mi

TABLE OF SYMBOLS

[LOT] sxenceas | T Stz T VAl TNV ) Bk
I,.:k
Calato Fragile, . Temperature 1 Keep away from
ﬁ gwhawcc H _._“mﬂma_min:om.‘m m Usgiby /r iLation \\ .ﬂ heal source
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Kovac's Reagent : E Kovac's Reagent

Reagent for indole test of Enterobacteriaceae. Reagente per il test dell'indolo sulle Enterobacteriaceae.

DESCRIPTION DESCRIZIONE

Kovac's Reagent is used in determining the ability of bacteria, primarily Enterobacteriaceae, to produce indole by the deamination of tryptophan Kovac's Reagent & utilizzato per determinare la capacita di batteri, soprattutto Enterobacteriaceae, di produrre indola aftraversa la deaminazione
del triptofane

KIT CONTENTS

- 4 x25mibottles of Kovac's Reagent CONTENUTO DEL KIT

- 1 instruction sheet . « 4 flaconi da 25 ml di Kovac's Reagent.
= 1 foglio istruzio

METHOD PRINCIPLE
_:Qo_m is one of the degradation products of »rm bact

ial metabolism oﬁ ﬁrm amino acid tryptophan. The bacteria that own :Jm enzyme Zﬂ_Zﬁ_—v_O Um_. METODO

on ﬁrr. mo::mzo: of a red to purple colared complex, &cn to the indole Eur:c: with aldehydic group of p-dimethylam ovm:NmerEc The chief
requirement for culturing an organism prior to performing the indole test is that the medium contains a sufficient quantity of tryptophan

REAGENTS
T T 5% (wiv) prdiniethylaminobenzaldehyde dissolved in a solution of 25% hydrochioridric acid and 75% sabulyl alcohal. - " REAGENTI

p-Dimetilaminobenzaldeide al

TEST PROCEDURE
Inoculate 2 wbe of Peptone Water (ref. 24098) with the arganism to be tested and incubate at 35 + 2°C for 24-48 hours, PROCEDURA DEL TEST
Add 2-3 draps of Kavac's Reagent directly 1o the tube, Inoculare una provelia di Peplone Waler {ref. 24098) con il microrganismo da esaminare ed incubare a 35 + 2°C per 24-48 ore

, Depositare 2-3 gocee di Kovac's Reagent direttamente nella provetta.
INTERPRETATION OF RESULTS

The formation of a red to purple color (“cherry-red ring”) in the reagent layer on top of the medium within 30 sec indicates a positive reaction for INTERPRETAZIONE DE RISULTATIL
indole production. A negalive reaction shows na color change. Lo sviluppo di un colore rosso-porpora (“anello rosso-ciliegia”) pressoch
indica una reazione positiva per la produzione

mmediato (entro 30 secondi) nello slrato di reagente sopra il lerreno
ndalo. Nessun cambiamento di colore equivale ad una reazione negativa.

y with L CONTROULO QUALITA PER U'UTILIZZATORE 7 . (
: S e R o
Indsle test ! controlli positivo ¢ negative dovrebbero essere anal e al microrganismo da esaminare
Escherichia coli ATCC® 25922 Red to purple Positive Ceppifdilcontiollg estlinddlg
Proteus mirabilis ATCC® 25933 No color change Negative Escherichia coli ATCC® 25922 Rasso-porpora Positive
Proteus mirabilis ATCC® 25933 Nessun cambiamento di colore Negativo
PRECAUTIONS
xo<mm s mmmmm_.: is n_mmm_:mZm as _._mNm&scm _.:.&Q current legislation: it is recommended that the Safety Data Sheet be consulted on its use. The PRECAUZIONI J : A ’
and must be used in the laboratory by properly trained personnel, using approved asepsis and Kovac's Reagent ¢ ﬁ_mm :nmﬁo come vn:no_Owo ai sensi mm_ a _mmﬂm_mﬁo:n vigente; per il suo impicgo si consiglia di consultare la scheda di
maamma: con Sm_oa_ approvati di ummUm_ e di sicurezza nei confronti degli mmm_..: patageni.
2-8°C away from light, unlil the expiry date on the label. However, our stability studies have shown that the slorage or transport at 18-25°C for 4 CONDIZIONI DI CONSERVAZIONE E TRASPORTO

Conservare a 2-8°C al riparo dalla luce nella sua confezione originale, fino alla data di scadenza indicata in etichetta. Tuttavia i nostri studi di
stabilita hanna dimostrato che [a conservazione o il trasporto a 18-25°C per 4 giorni, oppure a 35-39°C per 48 ore, non alterana in nessun modo
\'efficienza del prodotto. Eliminare se vi sono segni evidenti di deterioramento o contaminazione.

ELIMINATING USED MATERIAL

After use, used Kovac's Reagent and the material that has come into contact with the sample must be decantaminated and disposed of in - ELIMINAZIONE DEL MATERIALE USATO
accordance with the laboratory procedures for the decontamination and disposai of potentially infected material. Dopo ['u

zzazione, Kovac's Reagent e tutto il materiale venuto a contatto con il campione in esame o con colture deflo stesso, deve

essere decontaminato e smaltito in accordo con le tecniche in uso in laboratorio.
BIBLIOGRAPHY

1. Murray, Baron, Praller, Tenorev and Yolken: Manual of Clinical Microbiology (1995). BIBLIOGRAFIA

2. Bayley and Scot's: Diagnos! 1. Murray, Baron, Pialler, Tenorev and Yolken: Manual of Clinical Microbiology (1995).
3. Edwin H.Lenette: Manual of Clinical Microbiology (1995) 2. Bayley and Scott's: Diagnostic Microbiclogy (1986)
3. Edwin H.Lenetle: Manual of Clinical Microbiology (1995).

BRESENTATON S iy ——cullils Shimpilh =z = Llo= 51 3 b S S L BB el
m_:um:n— Ref. Content PRESENTAZIONE =2 olf et E R s o e —
e = - — — 1 Ref. Contenuto
Kovac's Reagent BOXFT 100-200 tests f —
— = s - Kevac's Reagent 80271 100-200 test
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