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PATHOGEN'C SYSTEM AST ITALIANO

Sistema per l'identificazione e I'antibiogramma dei principali
microrganismi patogeni direttamente da campioni clinici.

DESCRIZIONE

PATHOGENIC SYSTEM AST e un sistema a 32 pozzetti contenenti substrati biochimici ed antibiotici essiccati per
la ricerca, I'identificazione e I'antibiogramma di microrganismi patogeni provenienti da tamponi faringei,
cutanei, auricolari, oftalmici, espettorato, essudati ed altri campioni clinici.

[l sistema viene inoculato direttamente con la sospensione del campione clinico ed incubato a 36+1°C

per 18-24 ore.

[ risultati vengono interpretati valutando il viraggio di colore dei vari pozzetti ed eseguendo test di conferma
immunosierologici ed osservazione microscopica.

CONTENUTO DELLE CONFEZIONI

Ref. 71681 Ref. 79681

e 20 Sistemi PATHOGENIC SYSTEM AST e 4 Sistemi PATHOGENIC SYSTEM AST

e 20 Fiale di Physiological Solution (7.0 mL) 4 Fiale di Physiological Solution (7.0 mL)
e 20 Fiale di Inoculum Broth 2 (7.0 mL) 4 Fiale di Inoculum Broth 2 (7.0 mL)

e 1 Fiala di Reagente A (2.0 mL) 1 Fiala di Reagente A (2.0 mL)

e 1 Fiala di Reagente B (2.0 mL) 1 Fiala di Reagente B (2.0 mL)

e 1 Cartuccia con 20 PYR-Disc 1 Cartuccia con 4 PYR-Disc

PRINCIPIO DEL METODO

PATHOGENIC SYSTEM AST permette di eseguire la ricerca, |'identificazione e I’antibiogramma dei
microrganismi patogeni isolabili da campioni clinici, quali:

Streptococcus pyogenes (gruppo A),

Staphylococcus aureus, Haemophylus spp, Escherichia coli, Streptococcus agalactiae (gruppo B),

Proteus spp/Providencia spp, Pseudomonas spp, Enterococcus faecalis (gruppo D),
Gruppo KES (Klebsiella spp, Enterobacter spp, Serratia spp), Candida spp.

Lidentificazione del microrganismo si evidenzia attraverso I'utilizzo di substrati biochimici e cromogenici
presenti nei vari pozzetti del sistema.

L'antibiogramma viene interpretato in base alla crescita o all’inibizione dei microrganismi nei pozzetti
contenenti |"antibiotico ed un indicatore di crescita.

RACCOLTA E CONSERVAZIONE DEI CAMPIONI

[l materiale clinico da sottoporre ad analisi microbiologiche, deve essere inviato al laboratorio utilizzando
tamponi con terreni di trasporto (BIO-CULT AMIES, ref. 85307; BIO-CULT STUART, ref. 85308).

Evitare la conservazione dei tamponi in frigorifero per tempi prolungati in quanto le basse temperature
possono danneggiare la vitalita di alcuni microrganismi particolarmente sensibili.
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CONFIGURAZIONE

Pozzetto IDENTIFICAZIONE

1-PYR * Streptococcus pyogenes (gruppo A) - Test PYR (idrolisi pirrolidonil-B-naftilammide)
2-SGA * Test immunosierologico per conferma Streptococcus pyogenes
3-STA Staphylococcus aureus

4-HAE Haemophylus spp

5-NES * Neisseria spp

6-STG Streptococcus agalactiae (gruppo B)

7-STR Enterococcus faecalis (gruppo D)

8-PSE Pseudomonas spp

9-PRO Proteus spp / Providencia spp

10-ESC Escherichia coli

11-IND *  |Test dell’indolo per conferma Escherichia coli

12-KES Klebsiella, Enterobacter, Serratia (gruppo KES)

13-VP * Test Voges-Proskauer per conferma gruppo KES

14-CAN Candida spp

Pozzetto ANTIBIOGRAMMA Concentrazione (pg/mL)
15-CN Gentamicina 16
16-NET Netilmicina 32
17-AZM Azitromicina 2
18-CLA Claritromicina 8
19-AUG Amoxicillina / Acido clavulanico 32/16
20-AMS Ampicillina / Sulbactam 32/16
21-TZP Piperacillina / Tazobactam 128/4
22-CRO Ceftriaxone 64
23-CFP Cefoperazone 64
24-CAZ Ceftazidime 32
25-CXM Cefuroxime 32
26-PEF Pefloxacina 8
27-LEV Levofloxacina 8
28-OFX Ofloxacina 8
29-RD Rifampicina 4
30-MRP Meropenem 16
31-SXT Cotrimossazolo 16
32-Growth |Controllo di crescita microbica

% : Dopo incubazione, aggiungere i reagenti indicati per |'esecuzione del test

® : Dopo incubazione, eseguire il test immunosierologico di agglutinazione
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SCHEMA OPERATIVO

PROCEDURA DEL TEST
PREPARAZIONE DEL CAMPIONE CLINICO

1. TAMPONE: Faringeo, Cutaneo, Auricolare,
Oftalmico

Immergere il tampone in una provetta contenente

3 mL di brodo nutritivo*.

2. CAMPIONE LIQUIDO: Espettorato, Essudato,
Emocoltura

Dispensare 0.2 mL di campione liquido in una
provetta contenente 3 mL di brodo nutritivo*.

¢ Incubare la brodocoltura in termostato a 36+1°C
per 2-3 ore.

e Trasferire 0.2 mL di brodocoltura in una fiala di
Physiological Solution (Sospensione A).

e Trasferire 0.01 mL di brodocoltura in una fiala di
Inoculum Broth 2** (Sospensione B).

* Utilizzare uno dei seguenti brodi nutritivi:
Tryptic Soy Broth (ref. 24513),
Brain Heart Infusion Broth (ref. 24104),
Nutrient Broth (ref. 24103),
Todd Hewitt Broth (ref. 24111).

** Inoculum Broth 2 (g/L):
Glucosio 15g; Triptone 2.5g; Sodio Cloruro 2.5g;
Estratto di Lievito 2.5g; Agar 0.5g;
Acqua distillata 1000 mL; pH 7.0 + 0.2

INOCULO DEL SISTEMA

e Prelevare un sistema dal suo involucro e portarlo a
temperatura ambiente.

e Annotare nome del paziente, data di inizio esame
e tipo di materiale clinico.

e Inserire un disco di PYR-Disc, nel pozzetto 1-PYR.
 Trasferire la Sospensione A in una vaschetta inoculo

(ref. 96761) ed utilizzando una pipetta multicanale o

monocanale con puntali sterili, dispensare 0.2 mL
di Sospensione A nei pozzetti da 1-PYR a 14-CAN
(Identificazione).

* Trasferire la Sospensione B in un’altra vaschetta
inoculo ed utilizzando una pipetta multicanale o
monocanale con puntali sterili, dispensare 0.2 mL
di Sospensione B nei pozzetti da 15-CN a
32-Growth (Antibiogramma).

e Coprire il sistema con I’apposito coperchio ed
incubare a 36x1°C per 18-24 ore.

e Al termine dell’incubazione osservare il viraggio
di colore dei pozzetti ed interpretare i risultati.

NB: Si consiglia di seminare i campioni clinici su
terreni colturali al sangue
(Columbia Agar , ref. 11025)

Campione clinico in
brodo nutritivo
36x1°C per 2-3 ore
Brodo di arricchimento

/ N\

Trasferire 0.2 mL di
brodo di arricchimento
in una fiala di
Physiological Solution

Sospensione A

Trasferire 0.01 mL di
brodo di arricchimento
in una fiala di
Inoculum Broth 2

Sospensione B

Dispensare 0.2 mL di
sospensione A nei
pozzettida 1 a 14

Identificazione

Dispensare 0.2 mL di
sospensione B nei
pozzetti da 15 a 32

Antibiogramma

Incubare il sistema a
36+1°C per 18-24 ore

Interpretare i risultati
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INTERPRETAZIONE DEI RISULTATI

IDENTIFICAZIONE

1-PYR

2-SGA

3-STA

4-HAE

5-NES

6-STG

7-STR
8-PSE

9-PRO

Streptococcus pyogenes (gruppo A): introdurre 1 goccia di Reagente A nel pozzetto ed incubare
a 36+1°C per 10 minuti. Dopo l'incubazione introdurre 1 goccia di Reagente B nel pozzetto

ed attendere 3 min. Il viraggio di colore del dischetto a rosa-fucsia, indica la presenza del
microrganismo.

Streptococcus pyogenes conferma: prelevare una goccia di brodocoltura dal pozzetto ed eseguire il test
di agglutinazione con STREPTO A latex kit (ref. 96154),

Staphylococcus aureus: osservare il viraggio di colore del pozzetto da rosso a giallo-arancio.
Conferma: prelevare una goccia di brodocoltura dal pozzetto ed eseguire il test di agglutinazione
con STAPH latex kit (ref. 96017).

Haemophylus spp: osservare il viraggio di colore del pozzetto da giallo-arancio a rosso.
Conferma: prelevare una goccia di brodocoltura dal pozzetto e seminare su piastra selettiva di
Chocolate Bacitracin Agar (ref. 11023).

Neisseria spp: prelevare una goccia di brodocoltura dal pozzetto e depositarla su OXIDASE TEST STICK
(ref. 88029); osservare la comparsa di una colorazione blu entro 2 minuti (test positivo).

Conferma: prelevare una goccia di brodocoltura dal pozzetto e seminare su piastra selettiva di

Thayer Martin Agar (ref. 11040).

Streptococcus agalactiae (gruppo B): osservare il viraggio di colore del pozzetto da incolore a verde.
Conferma: prelevare una goccia di brodocoltura dal pozzetto ed eseguire il test di agglutinazione con
STREPTO B latex kit (Ref. 96153).

Enterococcus faecalis (gruppo D): osservare il viraggio di colore del pozzetto da incolore a nero.
Pseudomonas spp: osservare il viraggio di colore del pozzetto da giallo a verde torbido.

Proteus spp/Providencia spp: osservare il viraggio di colore del pozzetto da giallo a marrone-nero.

10-ESC Escherichia coli: osservare il viraggio di colore del pozzetto da incolore a verde.

11-IND Conferma: eseguire il test dell’indolo aggiungendo 1 goccia di KOVAC'S Reagent (ref. 80271) nel

pozzetto ed attendere la comparsa di un anello rosso (test positivo).

12-KES Gruppo KES (Klebsiella spp, Enterobacter spp): osservare il viraggio di colore del pozzetto da

13-VP

incolore a malva.

Conferma: eseguire il test di Voges-Proskauer (ref. 87002) aggiungendo i reattivi ed attendere
lo sviluppo di un colore rosso entro 15 minuti (test positivo).

14-CAN Candida spp: osservare il viraggio di colore del pozzetto da verde a giallo torbido.

Conferma: prelevare una goccia di brodocoltura dal pozzetto ed osservare al microscopio (400X)
la presenza di clamidospore ed ife miceliari.

ANTIBIOGRAMMA
da 15 a 31 Antibiogramma di microrganismi fermentanti il glucosio.

Colore rosso = assenza di crescita, Sensibile ; Colore giallo-arancio = crescita, Resistente.

Antibiogramma di microrganismi non fermentanti il glucosio (Pseudomonas spp ed altre specie),

Colore rosso = assenza di crescita, Sensibile ; Colore rosso-fucsia torbido = crescita, Resistente.

32-Growth Pozzetto non contenente antibiotici, il viraggio al giallo indica crescita microbica.

Annotare i risultati sul modulo TEST RESULTS FORM in appendice.
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Tabella 1.
Pozzetto IDENTIFICAZIONE . CO,I(?re pozzetfo .
Reazione positiva | Reazione negativa
1-PYR Streptococcus pyogenes (gruppo A) - Test PYR disco rosa-fucsia | disco rosa chiaro
2-SGA Test immunosierologico (conferma S. pyogenes) agglutinazione ag;ﬁizzaazidcjne
3-STA Staphylococcus aureus giallo-arancio rosso
4-HAE Haemophylus spp rosso giallo-arancio
5-NES Neisseria spp (test ossidasi) stick blu stick incolore
6-STG Streptococcus agalactiae (gruppo B) verde incolore
7-STR Enterococcus faecalis (gruppo D) marrone-nero incolore
8-PSE Pseudomonas spp verde torbido giallo
9-PRO Proteus spp / Providencia spp marrone-nero giallo
10-ESC Escherichia coli verde incolore
11-IND Test indolo (conferma Escherichia coli) anello rosso incolore
12-KES Gruppo KES (Klebsiella spp, Enterobacter spp, Serratia spp) malva incolore
13-VP Test VP (conferma gruppo KES) rosso incolore
14-CAN  |Candida spp giallo torbido verde
Pozzetti ANTIBIOGRAMMA .Colore pozzett(? -
Crescita Inibizione

Microrganismi fermentanti il glucosio giallo-arancio rosso
da 15 a 31

Microrganismi non fermentanti il glucosio rosso-fucsia torbido rosso
32-Growth |Controllo di crescita microbica giallo rosso

CONTROLLO QUALITA
PATHOGENIC SYSTEM AST viene sottoposto al controllo qualita utilizzando i seguenti microrganismi:
Streptococcus pyogenes ATCC® 19615, Staphylococcus aureus ATCC® 25923,
Haemophylus parainfluenzae ATCC® 7901, Escherichia coli ATCC® 25922, Proteus mirabilis ATCC® 25933,
Pseudomonas aeruginosa ATCC® 27853, Klebsiella pneumoniae ATCC® 13883,
Streptococcus agalactiae ATCC® 13813, Neisseria gonorrhoeae ATCC® 19424,

Enterococcus faecalis ATCC® 19433, Candida albicans ATCC® 10231.
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FATTORI CHE POSSONO INVALIDARE I RISULTATI

Imprecisa standardizzazione dell’inoculo; materiale clinico non idoneo; uso di sistemi e reagenti supplementari;
temperatura e tempi di incubazione non rispettati.

LIMITI ED AVVERTENZE
Per I'identificazione definitiva dei microrganismi & necessario ricorrere a test biochimici di conferma.

PRECAUZIONI

[l prodotto, PATHOGENIC SYSTEM AST, non e classificato come pericoloso ai sensi della legislazione vigente;
per un suo corretto impiego si consiglia comunque di consultare la Scheda di Sicurezza. PATHOGENIC SYSTEM
AST e un dispositivo monouso da usare solo per uso diagnostico in vitro, & destinato ad un ambito professionale e
deve essere usato in laboratorio da operatori adeguatamente addestrati, con metodi approvati di asepsi e di
sicurezza nei confronti degli agenti patogeni.

CONSERVAZIONE E TRASPORTO

Conservare a 2-8°C nella sua confezione originale. Studi di stabilita hanno dimostrato che la conservazione
o il trasporto a 18-25°C per 4 giorni, oppure a 35-39°C per 48 ore, non alterano in nessun modo |'efficienza
del prodotto. Utilizzare PATHOGENIC SYSTEM AST non oltre la data di scadenza indicata in etichetta.

ELIMINAZIONE DEL MATERIALE USATO

Dopo I'utilizzazione PATHOGENIC SYSTEM AST ed altri dispositivi venuti a contatto con il materiale clinico
devono essere decontaminati e smaltiti in accordo con le tecniche in uso in laboratorio per la
decontaminazione e lo smaltimento di materiale potenzialmente infetto.

PRESENTAZIONE

Prodotto Ref. Confezione
PATHOGENIC SYSTEM AST 71681 20 test
PATHOGENIC SYSTEM AST 79681 4 test

TABELLA DEI SIMBOLI

Dispositivo medico - . Contenuto sufficiente per Limiti di
IVD . PR Non riutilizzare Fabbricante .
diagnostico in vitro <n> saggi temperatura

REF Numero di catalogo ! ELaé']e' maneggiare con g Utilizzare entro /'\ Attenzione, vedere le I_OT Codice del lotto

istruzioni per I'uso

C€E |ivD
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PATHOGENIC SYSTEM AST ENGLISH

System for the identification and susceptibility testing of the main
pathogenic microorganisms directly from several clinical specimens.

DESCRIPTION

PATHOGENIC SYSTEM AST is a 32-well system containing desiccated biochemical and antibiotic substrates for
the detection, identification and susceptibility testing of pathogenic microorganisms from pharyngeal, cutaneous,
auricular and ophthalmic swabs, expectorate, exudates and other clinical specimens.

The system is directly inoculated with the suspension of the clinical specimen and incubated at 36+1°C for 18-24
hours.

The tests are interpreted by assessing the colour change of the various wells and performing immunoserological
and microscope confirmation tests.

CONTENT OF THE PACKAGE

Ref. 71681 Ref. 79681

e 20 PATHOGENIC SYSTEM AST e 4 PATHOGENIC SYSTEM AST

e 20 Vials of Physiological Solution (7.0 mL) 4 Vials of Physiological Solution (7.0 mL)
* 20 Vials of Inoculum Broth 2 (7.0 mL) 4 Vials of Inoculum Broth 2 (7.0 mL)

1 Vial of Reagent A (2.0 mL) 1 Vial of Reagent A (2.0 mL)

1 Vial of Reagent B (2.0 mL) 1 Vial of Reagent B (2.0 mL)

1 Cartridge containing 20 PYR-Disc 1 Cartridge containing 4 PYR-Disc

PRINCIPLE OF THE METHOD

PATHOGENIC SYSTEM AST allows the detection, identification and susceptibility testing of the microorganisms
most frequently isolated from clinical specimens, such as:

Streptococcus pyogenes (Group A), Staphylococcus aureus, Haemophylus spp, Escherichia coli, Streptococcus

agalactiae (Group B), Proteus spp/Providencia spp, Pseudomonas spp, KES Group (Klebsiella spp, Enterobacter
spp, Serratia spp), Enterococcus faecalis (Group D), Candida spp .

The identification is showed based by using biochemical and cromogenic substrates present in the various wells
of the system.

The susceptibility testing is assessed on the basis of either the microorganisms growth or inhibition in the wells
containing the antibiotic and a growth indicator.

COLLECTION AND STORAGE OF THE SAMPLE
The clinical materials to examined should be sent to the laboratory using swabs with transport media (BIO-CULT
AMIES, ref. 85307; BIO-CULT STUART, ref. 85308).

Avoid storage in the fridge for a long time as low temperatures may damage the vitality of some sensitive
microorganisms altering the final result.
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CONFIGURATION

Well IDENTIFICATION

1-PYR * Streptococcus pyogenes (group A) - PYR test (Pirrolidonil-B-naftilammide hydrolysis)
2-SGA * Immunoserological test for confirming Streptococcus pyogenes
3-STA Staphylococcus aureus

4-HAE Haemophylus spp

5-NES * Neisseria spp

6-STG Streptococcus agalactiae (group B)

7-STR Enterococcus faecalis (group D)

8-PSE Pseudomonas spp

9-PRO Proteus spp / Providencia spp

10-ESC Escherichia coli

11-IND *  |Indole test for confirming Escherichia coli

12-KES Klebsiella, Enterobacter, Serratia (KES group)

13-VP * Voges-Proskauer test for confirming Klebsiella, Enterobacter, Serratia
14-CAN Candida spp

Well SUSCEPTIBILITY TESTING Concentration (pg/mL)
15-CN Gentamicin 16
16-NET Netilmicin 32
17-AZM Azithromycin 2
18-CLA Clarithromycin 8
19-AUG Amoxicillin / Clavulanic Acid 32/16
20-AMS Ampicillin / Sulbactam 32/16
21-TZP Piperacillin / Tazobactam 128/4
22-CRO Ceftriaxone 64
23-CFP Cefoperazone 64
24-CAZ Ceftazidime 32
25-CXM Cefuroxime 32
26-PEF Pefloxacin 8
27-LEV Levofloxacin 8
28-OFX Ofloxacin 8
29-RD Rifampicin 4
30-MRP Meropenem 16
31-SXT Co-trimoxazole 16
32-Growth |Growth control for the susceptibility tests

* : After incubation, add the indicated reagents to carry out the test

® : After incubation, perform the immunoserological agglutination test
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WORKFLOW

TEST PROCEDURE
PREPARATION OF THE CLINICAL SPECIMEN

1. SWAB: Pharyngeal, Cutaneous, Auricular,
Ophthalmic
Dip the swab into a tube containing 3 mL of nutrient

broth*

2. LIQUID SAMPLE: Expectorate, Exudate,

Blood culture
Dispense 0.2 mL specimen in a tube containing 3 mL
nutrient broth*.

¢ Incubate the broth culture in thermostat at 36+1°C
for 2-3 hours.

e Transfer 0.2 mL of broth culture into a vial of
Physiological Solution (Suspension A).

e Transfer 0.01 mL of the broth culture into a vial of
Inoculum Broth 2** (Suspension B).

* Use one of the follow nutrient broths:
Tryptic Soy Broth (ref. 24513),
Brain Heart Infusion Broth (ref. 24104),
Nutrient Broth (ref. 24103),
Todd Hewitt Broth (ref. 24111).

** Inoculum Broth 2 (g/L):
Glucose 15g; Tryptone 2.5g; Sodium Chloride 2.5g;
Yeast Extract 2.5g; Agar 0.5g;
Distilled water1000 mL; pH 7.0 + 0.2

INOCULATION OF THE SYSTEM

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

e Write down the name of the patient, the date of
start of the examination and the type of clinical
material.

e Put a PYR-Disc into the well 1-PYR.

e Transfer the Suspension A into a reservoir solution
(ref. 96761) and using a multichannel or single
channel pipette with sterile tips, dispense 0.2 mL
of Suspension A into the wells from 1-PYR to
14-CAN (Identification).

e Transfer the Suspension B into a reservoir solution
and using a multichannel or single channel pipette
with sterile tips, dispense 0.2 mL of Suspension B
into the wells from 15-CN to 32-Growth
(Antimicrobial Susceptibility Testing).

e Cover the system with the lid provided and
incubate at 36+1°C for 18-24 hours.

e After incubation, observe the color change in the
wells and interpret the results.

Note: Inoculating the clinical specimen under
examination on a blood agar culture medium is
recommended (Columbia Agar, ref. 11025).

Clinical specimen in
nutrient broth

36+1°C for 2-3 hours
Enrichment broth

/\

Transfer 0.2 mL
enrichment broth
into a vial of
Physiological Solution

Suspension A

Transfer 0.01 mL
enrichment broth
into a vial of
Inoculum Broth 2

Suspension B

Dispense 0.2 mL
suspension A into the
wells from 1 to 14

Identification

Dispense 0.2 mL
suspension B into the
wells from 15 to 32

Susceptibility Testing

Incubate the system at
36x1°C for 18-24 ore

Interpret the results
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INTERPRETATION OF THE RESULTS

1-PYR Streptococcus pyogenes (group A): add 1 drop of Reagent A into the well and incubate at 36+1°C for 10
minutes. After incubation add 1 drop of Reagent B into the well and wait 3 minutes.
Disc turning pink-fuchsia indicates the microorganism presence.

2-SGA Streptococcus pyogenes confirmation: take a drop of the well broth culture and perform the
STREPTO A latex kit agglutination test (ref. 96154).

3-STA Staphylococcus aureus: watch the color change of the well from red to yellow-orange.
Confirmation: take a drop of the well broth culture and perform the STAPH latex kit agglutination test
(ref. 96017).

4-HAE Haemophylus spp: watch for the color change of the well from yellow-orange to red.

Confirmation: take a drop of well culture broth and inoculate onto a selective plate of Chocolate
Bacitracin Agar (ref. 11023).

5-NES Neisseria spp: take a drop of the well broth culture and put it onto a OXIDASE TEST STICK (ref. 88029);
watch for the development of a blue color in about 2 minutes (positive test).
Confirmation: take a drop of the well broth culture and inoculate onto a selective plate of Thayer Martin
Agar (ref.11040).

6-STG Streptococcus agalactiae (group B): watch for the color change of the well from colorless to green.
Confirmation: take a drop of the well broth culture and perform the STREPTO B latex kit agglutination
test (ref. 96153).

7-STR  Enterococcus faecalis (group D): watch for the color change of the well from colorless to black.

8-PSE  Pseudomonas spp: watch for the color change of the well from yellow to turbid green.

9-PRO Proteus spp/Providencia spp: watch for the color change of the well from yellow to brown-black.

10-ESC Escherichia coli: watch for the color change of the well from colorless to green.

11-IND Confirmation: perform the indole test adding 1 drop KOVAC'S Reagent (ref. 80271) into the well and wait

for the appearance in about 1 minute of a red ring (positive test).

12-KES KES group (Klebsiella spp, Enterobacter spp, Serratia spp): watch for the color change of the well from
colorless to mauve.

13-VP Confirmation: perform the Voges-Proskauer test adding the reagents (ref. 87002) and wait for a red color
development in about 15 minutes.

14-CAN Candida spp: watch for the color change of the well from green to turbid yellow.
Confirmation: take a drop of well broth culture and examine at the microscope (400X) for the presence of
chlamydospores and fungal hyphae.

SUSCEPTIBILITY TESTING

15-31 Susceptibility testing of glucose fermenting microorganisms.
Red = no growth, Sensitive ; yellow-orange = growth, Resistant.

Susceptibility testing of glucose non-fermenting microorganisms (Pseudomonas spp and other species).
Red = no growth, Sensitive ; turbid red-fuchsia = growth, Resistant.

32-Growth Well broth culture without antibiotics, turning yellow indicates microbial growth.

Note the results on the TEST RESULT FORM included as appendix.

10
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Table 1.
Well IDENTIFICATION oee \./ve" color - 2
Positive reaction | Negative reaction
1-PYR Streptococcus pyogenes (group A) - PYR test pink-fuchsia disc light pink disc
2-SGA Immunoserological test (S. pyogenes confirmation) agglutination no agglutination
3-STA Staphylococcus aureus yellow-orange red
4-HAE Haemophylus spp red yellow-orange
5-NES Neisseria spp (oxidase test) blue stick colorless stick
6-STG Streptococcus agalactiae (group B) green colorless
7-STR Enterococcus faecalis (group D) brown-black colorless
8-PSE Pseudomonas spp turbid green yellow-orange
9-PRO Proteus spp / Providencia spp brown-black yellow
10-ESC Escherichia coli green colorless
11-IND Indole test (Escherichia coli confirmation) red ring colorless
12-KES KES group (Klebsiella spp, Enterobacter spp, Serratia spp) mauve colorless
13-VP VP test (KES group confirmation) red colorless
14-CAN Candida spp turbid yellow green
well SUSCEPTIBILITY TESTING . \.Nell color . .
Positive reaction | Negative reaction
Glucose fermenting microorganisms yellow-orange red
151031 Glucose non-fermenting microorganisms turbid red-fuchsia red
32-Growth |Microbial growth control yellow red
QUALITY CONTROL

PATHOGENIC SYSTEM AST is subjected to the quality control using the following reference microorganisms:
Streptococcus pyogenes ATCC® 19615, Staphylococcus aureus ATCC® 25923,
Haemophylus parainfluenzae ATCC® 7901, Escherichia coli ATCC® 25922, Proteus mirabilis ATCC® 25933,
Pseudomonas aeruginosa ATCC® 27853, Klebsiella pneumoniae ATCC® 13883,
Streptococcus agalactiae ATCC® 13813, Neisseria gonorrhoeae ATCC® 19424,

Enterococcus faecalis ATCC® 19433, Candida albicans ATCC® 10231.
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FACTORS THAT MAY INVALIDATE THE RESULTS

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

LIMITS AND WARNINGS

For definitive identification of the microorganisms, it is necessary to make use of biochemical confirmation tests.

PRECAUTIONS

The product, PATHOGENIC SYSTEM AST is not classified as hazardous under current legislation, however refer
to the safety data sheet for a correct use. PATHOGENIC SYSTEM AST is a disposable device to be used only for
diagnostic use in vitro. The product must be used in the laboratory by properly trained personnel, using approved
aseptic and safety methods for handling pathogenic agents.

STORAGE AND TRANSPORT CONDITIONS

Store at 2-8°C in the original packaging. Stability studies have shown that the storage or transport at 18-25°C for 4
days, or at 35-39°C for 48 hours, do not alter in any way the performance of the product. Do not use beyond the
expiry date indicated on the label.

DISPOSAL OF USED MATERIAL

After use, PATHOGENIC SYSTEM AST and material that has come into contact with the sample must be
decontaminated and disposed of in accordance with the techniques used in the laboratory for decontamination
and disposal of potentially infected material.

PRESENTATION

Product Ref. Package
PATHOGENIC SYSTEM AST 71681 20 tests
PATHOGENIC SYSTEM AST 79681 4 tests
TABLE OF SYMBOLS

IVD for in vitro diagnostic use @ Do not reuse u Manufacturer W tCe(;[)tains sufficient for <n> \i\ Temperature limits
REF Catalogue number ! E;argile, handle with g Use by /'\ gg::g;;s:‘:;zowmems LOT Batch number

C€E |ivD
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/[5)” PATHOGENIC SYSTEM AST

A Cucrema i ngeHTNGUKAINI U TECTUPOBAHNA YyBCTBUTETbHOCTH
T OCHOBHBIX ITATOT€HHBIX MIKPOOPTaHN3MOB HENOCPENCTBEHHO U3

HEKOTOPBIX KIMHNYECKUX 0Opa3oB

OMUCAHUE

PATHOGENIC SYSTEM AST — 32 nyHodHas cucTema cogepxawas 006e3BOXEHHbIN
BrMoxnumMmnyeckmne n aHTMbMoTnyeckne cybctpatbl Ans obHapyXXeHusi, naeHTUdUKaLmm n TeCTUPOBaHUS
YyBCTBUTENBHOCTU K aHTUOMOTUKAM NaTOreHHbIX MMKPOOPraHM3MOB U3 Ma3ka 13 3eBa, KOXXHOrO,
YLLHOMO 1 0pTanbMonornyeckoro Maska, MOKpoOTbl U Ap. KNMMHUYECKUX 06pasLoB.

Cuctemy HanpsaMyto MHOKYINMPYKOT CYCNEeH3neNn KnmHmyeckoro obpasua n nHkybmpyrot npm 36 + 1 °C
18-24 vaca.

TecTbl WHTEPNPETUPYT OLEHKOW W3MEHEHUA LBeTa pPasfMYHbIX JNYHOK W BbINOMHSAOT
NoATBEpPXAaoLWwme UMMYHOCEPOSIOrMYeckne n MMKPOCKOMNNYECKMe TeCTbI.

COOEPXXWMOE YINAKOBKH

KaTt. Ne 71681 Kat. Ne 79681

e 20 PATHOGENIC SYSTEM AST e 4 PATHOGENIC SYSTEM AST

e 20 Npobupok ¢ Pusnonorndecknm pactsopom (7.0 mn) | o 4 [pobupkn ¢ Puanonormyecknm pactsopom (7.0 mn)
e 20 lNpobupok c MNoceBHbIM BynboHoM 2 (7.0 mn) e 4 TNpobupku c MoceBHbIM BynsoHom 2 (7.0 mn)

e 1 Tpobupka PearexTa A (2.0 mn) e 1 Tpobupka PeareHta A (2.0 mn)

¢ 1 Tpobupka PearexTa B (2.0 mn) e 1 Tpobupka PeareHTa B (2.0 mn)

e 1 Kaptpugx c 20 PYR guckamm e 1 Kaptpmax c 4 PYR guckamm

NMPUHUUIN METOOA

PATHOGENIC SYSTEM AST nosBonsieT O0OHapyXuTb, uWAEHTMdULMpOBaTb W NPOBECTU
TECTUPOBaHNE 4YyBCTBUTENBHOCTU K aHTUOMOTMKAM OCHOBHbIX MNATOrEHHbIX MUKPOOPraHM3MOB,
BblAENEHHbIX W3 KINUMHUYECKMX o06pasuoB, Takmx kKak:  Streptococcus pyogenes (pynna A),
Staphylococcus aureus, Haemophylus spp, Escherichia coli, Streptococcus agalactiae (pynna B),
Proteus spp/Providencia spp, Pseudomonas spp, KES lpynna (Klebsiella spp, Enterobacter spp,
Serratia spp), Enterococcus faecalis ('pynna D), Candida spp .

NoeHTudukaums npegcraBreHa Ha OCHOBE WCNOJ1b30BaHUA OMoXMMmMYecknx wu XPOMOIeHHbIX
Cy6CTpaTOB B Pa3yiMYHbIX JTYHKax CUCTEMDbI.

TecTupoBaHWe 4yBCTBUTEMbHOCTM OLIEHMBAETCH Ha OCHOBe pocTta Nnnbo UHrMGUpoBaHUs
MWKPOOPraHM3MOB B fyHKax, CoAepKalimx aHTMBNOTUK N MHAMKATOp pocTa.

CBOP U XPAHEHUE OBPA3LIA

KnuHnyeckne matepuanbl Ana uvccnegoBaHWss OOSMKHbI ObiTb HanpasneHbl B nabopatopuio C
MCnorb3oBaHNWEM TaMrnoHOB C TpaHcnopTHon cpegoun (BIO-CULT AMIES, kat. Ne 85307; BIO-CULT
STUART, kaT. Ne 85308).
N3beraTb xpaHeHuUs B XOMNOAWIMbHUKE, AaXe Ha KOpOTKOe BpeMsi, TaK Kak Hu3kad Temnepartypa
MOXET MOBpPeauTb XU3HECNOCOOHOCTU HEKOTOPLIX YYBCTBUTESbHBIX MUKPOOPraHM3MOB, YTO BNUSET
Ha KOHEYHbIV pe3ynbTarT.
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KOHOUTYPAIIUA

JIyHka NIEHTNOUKAIINA

1-PYR * Streptococcus pyogenes (rpynma A) - PYR tect (ITuppogomus- A) - PYR tect (Tunpomis muppogoms- B-tadrimamuza)
2-SGA ° JIMMyHOCepOIOTIYeCKIIt TeCT A IOATBEpXKeHus Streptococcus pyogenes
3-STA Staphylococcus aureus

4-HAE Haemophylus spp

5-NES * Neisseria spp

6-STG Streptococcus agalactiae (rpynma B)

7-STR Enterococcus faecalis (rpynma D)

8-PSE Pseudomonas spp

9-PRO Proteus spp / Providencia spp

10-ESC Escherichia coli

11-IND *  |Vupon tecr st noprBepxuenust Escherichia coli

12-KES Klebsiella, Enterobacter, Serratia (KES rpymma

13-VP * Tect @oreca-ITpockayapa mst nogrBepxpenus Klebsiella, Enterobacter, Serratia
14-CAN Candida spp

Jlynka TECTUPOBAHUNE YYBCTBUTE/IbHOCTU KonuenTpanys (Mummrpam/ )
15-CN Gentamicin 16

16-NET Netilmicin 32

17-AZM Azithromycin 2

18-CLA Clarithromycin 8

19-AUG Amoxicillin / Clavulanic Acid 32/16

20-AMS Ampicillin / Sulbactam 32/16

21-TZP Piperacillin / Tazobactam 128/4

22-CRO Ceftriaxone 64

23-CFP Cefoperazone 64

24-CAZ Ceftazidime 32

25-CXM Cefuroxime 32

26-PEF Pefloxacin 8

27-LEV Levofloxacin 8

28-OFX Ofloxacin 8

29-RD Rifampicin 4

30-MRP Meropenem 16

31-SXT Co-trimoxazole 16

32-Gr0wth KOHTpOHb pocTa g TECTUPOBAHUA

* : Tlocne I/IHKy6aLU/II/I )106aBI/ITb YKa3aHHbI€ peareHThl /1A IIPOBEAEHNA TECTa

® : [Tocne I/IHKY6aLU/II/I BBIITOJTHUTD TECT UMMYHOCEPOJIOTMYECKUX aIrT/IIOTMHALINN
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NPOLIEAYPA TECTUPOBAHUA
NOArOTOBKA KIIMHUYECKOIO OBGPA3LIA

1. TAMIMOH: ®apuHranbHbIn, KOXHbIN,
AypukynspHbin, OdTanbmMonormyeckumn
OnycTnTb TaMNoH B NpobUpKy, cogepXxatyyto 3 mn
nuTaTensHoro GynboHa*.

2. OBPA3EL XUOKOCTWU: MokpoTa, dkcyaar,
FeMokynbTypa

Hob6asuTb 0,2 mn obpasua B NpobupKy ¢ 3 Mn
nuTaTensHoro GynboHa*.

. MHKyOnpoBaTh KynbTypanbHYy XUOKOCTb B
TepMocTtaTe npu Temnepartype 36+1°C B TedeHune 2-3

Yacos.
[o6aeuTb 0.2 Mn 6yNbOHHON KyNbTYpbl B MPOOUPKY
dusmonoruyeckoro pacteopa (CycneHsusa A).

Hob6anTb 0.01 mn 6yNbOHHON KyNLTYpbI B
npobupky MNMoceBHoro OynboHa 2** (CycneH3us B).

* Ylcnonb3oBaTb OAWH M3 NMTaTenbHbIX OYNbOHOB:
TpuncuHoBLIN coeBbI OynboH (kaT. Ne 24513),
BynboH ¢ cepae4YHO-MO3roBOM BbITSXKKOM (kaT. Ne

24104),

MuTtatenbHbIi OynboH (kaT. Ne 24103),
BbynboH Topa-lesutta (kat. Ne 24111).

** BynbOH NPUBMBOYHOrO Matepuana 2 (g/L):
[mioko3sa 15g; TpuntoH 2.5g; Xnopua HaTpus 2.5¢;
OpoxokeBon akcTpakT 2.5g; Arap 0.5g;

Boga anctunnuposaHHasa 1000 mL; pH 7.0 £ 0.2

MHHOKYNALINA CUCTEMbI

. HocTaTb cucteMy 13 ynakoBkv 1 AOBECTU O
KOMHaTHOM TeMneparypsbl.

. 3anucaTb nM4 nawumeHTa, Aaty Hayana aHanumsa
W TUN KMVHUYECKOro matepuana.

. Monoxuts PYR-Auck B nyHky 1-PYR.

. lMepeHectn CycneH3unto A B CTEPUIIBHYIO

(kaT. Ne 96761) 1 C NOMOLLIbIO MHOTOKaHarbHOM
WITM OQHOKaHarbHOW MUNETKN CO CTEPUITbHBIMU
HaKoHe4YHnKkamn, 0obasuTtb 0.2 Mn 3TON
CycneHnaun A B nyHku ¢ 1-PYR no 14-CAN
(UpeHTudpnkaums).

. MepeHectn CycneH3unto B B cTepunbHyio
BAHHOUYKY U C NMOMOLLLbIO MHOTOKaHarbHOM Unm
OfHOKaHarnbHOW NUMNETKN CO CTEPUITbHLIMU
HakoHeYHukamu, fobasutb 0.2 mn CycneHsun B B
nyHkn ¢ 15-CN no 32-Growth (TectupoBaHue
YYBCTBUTESNIbHOCTH).

. 3aKpbITb CUCTEMY KPbILLKON N MHKYOMpOoBaTh
npu TemnepaType 36+1°C B TeueHue 18-24 yacos.

° Mocne VIHKy6aLI,l/II/I HabnogaTtb 3a USMEHEHUEM
LBeTa B JTyHKax U MHTeprnpeTnpoBaTb pe3yrnbraThbl.

15

PABOYASA NMPOLIEOYPA

Knunnueckwnii obpazert
HHKyOHUpOBaTh B

MTUTATENILHOM OyJIbOHE
mpu 36+1°C - 2-3 gaca

OoorameHHbli OyJIbOH

/\

Jo6asuts 0.2 mit
oborarmeHHOro Oyap0Ha
B IIPOOHPKY ¢
(bU3HOIOrHYECKUM
pacTBOpoM

Cycnensus A

Jo6asuts 0.01 M
oOoraieHHOro Oyap0Ha
B IIPOOHPKY
ITocesHoro OynboHa 2

Cycnensusi B

Jo6asuts 0.2 M
Cycnensuu A B JTyHKH
clmo 14

Npentudpuxanus

Jo6asuts 0.2 M
Cycnensuu B B myHnku
¢ 15 o 32

TectupoBanue
YyBCTBUTEIbHOCTH

WuKyOmpoBaTh cucTeMy
npu temrneparype 36+1°C
B TeueHue 18-24 yacos

HNurepnperupoBars
pe3yJabTaThl
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MHTEPIIPETAIIIA PE3YJIbTATOB

1-PYR Streptococcus pyogenes (rpymmsI A): fo6aBbTe 1 Kario peareHTa A B TyHKY ¥ MHKYOMpOBaThb pu 36 + 1
° C B reuenne 10 munuyT. [Tocne nHKy6anmmu ob6aBbTe 1 Kamo peareHTa B B TyHKY 1 TOZOXANTE 3 MUHYTBL

V3meHeHMe 11BeTa AMICKA [IO PO30BO-IIyPIYPHOTO YKa3bIBaeT Ha IPUCYTCTBYE MUKPOOPTaHN3MOB.

2-SGA Streptococcus pyogenes NOATBEP>KIEHME: B3ATb KaIlII0 XOPOIIO OY/IbOHHOI KY/IbTYPbI ¥ BBIIIONTHUTH CTpenTo
JMaTeKC Ha arrmTHHALN0 (KaT.HOMep 96154).

3-STA Staphylococcus aureus: cyiefuTh 3a MI3MEHEHUEM 1[BETa JIYHKM OT KPacHOTO [0 JKEITO-OPaH>KeBOTO.

HOHTBCP)KHCHI/ICI B3ATbH KAaIl/TFO KyHbTypaIIbHOI‘O 6yHbOHa 7 TaKJK€ BBIITIO/THUTD TECT HA arT/IIOTMHALUIO -
CradmIoKoKK naTekc Tect (KaT.HoMep 96017.).

4-HAE Haemophylus SPP: Ha6mofjaTh 3a M3MeHeHMeM 1|BeTa TYHKM OT >Ke/ITO-OPaHXeBOTO /IO KPaCHOTO.

[TopTBepyxeHNMe: B3ATD KAIUIIO U3 IYHKY C KYJIbTYPAIbHOM XUIKOCTbIO U MHOKY/IMPOBATh Ha CEJIEKTUBHYIO Cpefy
Iloxomagublit Banurpanuu Arap (kat.Homep 11023.).

5-NES Neisseria SPP: B3ATb KaIlTio 3 IyHKY C KYIbTYpaIbHOI skuKocTbio 1 cienath OKCUITA3HBIN TECT
(xaT.HOMep 88029.) CrrenuThb 3a NOAB/ICHNEM CUHETO 1[BeTa B 2 MUHYTHI (II0/I0>KUTEIbHBIN TECT).

HOHTBCP)K]ICHI/IeZ B34ATb KaIl/IIO Ky/IbTypa/IbHOTO 6yHbOHa, N IIepeCeATb Ha CEJIEKTUBHYIO CpENY Ta171ep MaPTI/IHa
arap (kat. Homep 11040).

6-STG Streptococcus agalactiae (rpynma B): HabmroaTh 3a M3MeHeHMEM 1{BeTa IYHKY OT OeCIIBETHOTO 0
3eneHoro. [ToaTBepskeHe: B3STh KAIlTI0 KY/IbTypanbHOTO Oy/IbOHA U BBITIONHATH maTekc Tect Crpento B (Kar.
Ne 96153.).

7-STR Enterococcus faecalis (rpynmna D): HabnonaTh 3a M3MeHeHMeM IBeTa JTyHK) OT 6eCIIBETHOTO J10
YEPHOTO.

8-PSE Pseudomonas SPP: Ha6/mofaTh 3a M3MeHEHMEM IBeTa JTYHKM OT XKEeJITOTO JJO MyTHO 3€JIEHOTO.

9-PRO Proteus SPP / Providencia spp: HaOmoaTh 3a U3MeHEHMEM 1[BeTa XOPOILIO OT SKe/ITOTO A0 KOPUYHEBO-
YepHOTo

10-ESC Escherichia coli HabmoaTh 3a M3MeHeHMeM IjBeTa TYHKM OT 6eCLIBETHOTO JIO 3€/IEHOTO.

11-IND IloprBepxpenne Escherichia coli: Bermonunts Vingon Tect no6asnennem 1 kamm pearenta KoBaua B myHKy 11
XKJJaTb ITOSABJIEHNA B Te4eHVe 1 MIHYTBI KPAaCHOTO KOJIbIIA (IIOTIOXKUTE/IbHBIN TeCT)
(xat. Ne 80271.).

12-KES K9C rpynmna (Klebsiella SPP, Enterobacter SPP, Serratia SPP): Ha6monath 3a MU3MeHeHMeM IiBeTa
JIyHKM OT 6€CLIBETHOTO JJ0 PO30BaTO-/IMIOBOTO (CUPEHEBOTO).

13-VP IToarBepxaenne KIC rpynmnsl, BeinonHntb TectT @orec-Ilpockayspa (kar.Ne 87002.) u XaTh pa3BUTUA
KPaCHOTIO 1jBeTa IIPUMMEPHO 3a 15 MUHYT.

14-CAN Candida SPP: Ha6mofaTh 3a U3MEeHEHNEM 1[BeTa IYHKY OT 3€JIEHOTO 10 MyTHO- >Ke/ITOTO.

IToprBepxpenue: B3ATh Karwtio u3 nyHku 14-CAN n npoBecty Mukpockonmdeckoe uccnenosanne (400X) Ha
IPUCYTCTBYE XTAMUAOCIOP ¥ Tud rpubda.

TECTUPOBAHUE AHTUBVMNOTUKOYYBCTBUTE/IbHOCTU

15-31 Onpejienienne 4yBCTBUTENLHOCTY MUKPOOPTaHM3MOB Ha T/IIOKO3HOE OpOXKEeH e,

Kpacnbiit = OTcyTcTBIE pOCTa, YyBCTBUTENbHBII; JKenTo-opanikeBslit = PocT, pe3icTeHTHBII.

Omnpenenedne YyBCTBUTENBHOCTY MUKPOOPTaHM3MOB He cOpakuBaromux rawokosy (Pseudomonas SPP n

APpYTI1i€ BUbI )

KpacHnblit = oTcyTcTBUE pOCTa, 9yBCTBUTENbHBIN; MYTHO KPaCHO-IYPIyPHBIN = POCT, P€3MCTEHTHBIN

32-PocroBas JIyHKa C Ky/IbTypa/IbHbIM Oy/IbOHOM 0€3 aHTMOMOTUKOB, XKE/ITHII IJBET YKa3bIBaeT Ha POCT
MMKPOOOB.

ITpnmevanne: Tpebyiite ®POPMY PE3YJIbTATOB y npezcraBuTens Ipou3BOANTEN, KOTOpas BKIIOYEHa,
KaK IIpUIoXKeHne K HacToAmeil VIHCTpyKiun
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Ta6numa 1
IIBeT myHKHI
Jlynka NIEHTNOUKAILIVA o
IonoxurenbHas peakuus OTpunaTenbHas peaKkus
1-PYR Streptococcus pyogenes (rpymma A) - PYR Tect PO30BO-TIYpHIYPHRIIH JcK CIeTKa pO3OBATBII AMCK
2-SGA VIMMyHOCepoIorndecKkuit TecT (S. pyogenes noaTBepx/eHme) aTroTHHAINA HET aTTHoTHHALMH
3-STA Staphylococcus aureus KENTO-OPaFDKEBBIIA KpacHbIit
4-HAE Haemophylus spp KpacHbIi JKENTO-OPaH)KEBbIit
5-NES Neisseria spp (CrenaTb OKCUIAa3HBII TECT) CUHAA MoTocka GeciyseTHas monocka
6-STG Streptococcus agalactiae (rpymma B) seneHbli GecupeTnnt
7-STR Enterococcus faecalis (rpymma D) KOPWHYHEBO-1epPHPIt GecrypeTaEIi]
8-PSE Pseudomonas SPp MYTHO-3€7IeHbII JK€JITO-OPaH>KeBBIil
9-PRO Proteus spp / Providencia spp KOPIMHERO-epHEIH T
10-ESC Escherichia coli senerpu Oecupernrit
11-IND Uupon rect (Escherichia coli nopTBepxenue) KPacHOe KOTbIO GecupeTHE1it
12-KES KES rpynma (Klebsiella spp, Enterobacter spp, Serratia spp) | pososaro-mwrossu Gecupernuiit
13-VP Tect ®@oreca-IIpockayspa (KES rpynma moprsepx/enne) KpacHslit GecuperHt
14-CAN Candida spp MYTHO->Ke/ThII 3€/IeHbII
IIBeT myHKM
Jlynka TECTUPOBAHME YYBCTBUTE/JIbBHOCTHU
ITono:xutenbHasg peal(m/m OTP]/II[aTeIIbHaﬂ peaKuI/m
MukpoopranusMsl pepMEeHTUPYIOLIVE ITIIOKO3Y Ke/ITO-OpAHKEBbII KpPaCHBII
15 to 31
MuKpoopranusMsl He pepMeHTHUPYIOILE TTIIOKO3Y MYTHO-JIVJIOBBII KpacHBIN
32-Growth |KoHTposb pocTa MuKpoopranusmos JKenrbiin Kpacublit
KOHTPOJIb KAYECTBA

Kaxxpas mapruss PATHOGENIC SYSTEM AST impoxopuT KOHTpO/Ib KadecTBa ¢ MCIOIb30BaHUEM CIIAYIOINX pedepeHTHBIX
muKpoopoprauusmos: Streptococcus pyogenes ATCC® 19615, Staphylococcus aureus ATCC® 25923,
Haemophylus parainfluenzae ATCC® 7901, Escherichia coli ATCC® 25922, Proteus mirabilis ATCC®
25933, Pseudomonas aeruginosa ATCC® 27853, Klebsiella pneumoniae ATCC® 13883,
Streptococcus agalactiae ATCC® 13813, Neisseria gonorrhoeae ATCC® 19424,
Enterococcus faecalis ATCC® 19433, Candida albicans ATCC® 10231.
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®AKTOPbI, KOTOPBIE MOI'YT NOBNUATb HA AEUCTBUTENbHOCTL PE3YNIbTATOB
HepocrtatoyHas ycTaHoBKa TUTPa MHOKYNSATa; HEroAHbIA KNMHUYECKUA MaTepuarn; UCMonb3oBaHue
NMPOCPOYEHHbIX CUCTEM W/UNW peareHToB; HecobntoaeHne TemnepaTypbl U BPEMEHU NHKYGauuw.

NPEOENBI U PEAYNPXXOEHNA
[ns oKoHYaTenbHON MAEHTUMUKALMM MUKPOOPTraHN3MOB HEOOX0AUMO UCMONb30BaTh BUOXUMUYECKNE
TeCTbl Ha NOATBEpPXAeHMe.

MEPbLI NPEOOCTOPOXXHOCTHU

Mpogykt PATHOGENIC SYSTEM AST He knaccuuumpyeTca Kak onacHbli B COOTBETCTBUMU C
AENCTBYIOLWNM 3aKOHOAATENbCTBOM, HO HeobxoOuMO CMOTpeTb AaHHble no 6e3onacHocTu Ans
npaBunbHOro mcnonb3oBaHnd. PATHOGENIC SYSTEM AST npeactaBnsdet cobon oaHopasoBoe
nsgenuve, KoTopoe [OOSMKHO MCMNoSb3oBaTbCA TOMbKO And in vitro  anarHoCcTuku.  [dosmkeH
MCNONb30BaTbCA  KBANUMUUMPOBAHHLIM  MNepcoHanoM B  nabopartopuu,  UCMNONb3YOLWMIA
yTBEPXOEHHbIe  MeToAbl acenTukMm W TexHuKy 6e3onacHocTn npu paboTe € NaToreHHbIMK
BeLLleCTBaMu.

ycnosua XPAHEHUA U TPAHCITOPTUPOBKU

Xpanutb npu 2-8°C B opurumHanbHOM ynakoBke. MVccnegoBaHusi CTabMbHOCTUM MOKasanu, 4To
TpaHcnopTupoBaHue npu 18-25 °C B TedeHue 4 gHen, unu npu 35-39 °C B TeyeHue 48 yacos, He
BMMSIET Ha NPOM3BOAUTENBHOCTL NpoayKTa. YTUNM3MpoBaTb, €CNU OY4EBUAHBI NPU3HAKU yXYyOLIEHUS
NN 3arpsi3HEHNS.

YTUITU3ALUUA NCNOJIb3OBAHHbLIX MATEPUAIIOB

Mocne ucnonb3oBaHusas, PATHOGENIC SYSTEM AST n maTtepwuansl, B3aumoaencTBoBaBLUME C
obpasuamn, OOMKHbl ObITb Oe3aKTMBMPOBaHbl U YTUNNM3NMPOBaHbI B COOTBETCTBUM C MeTOAaMW,
ncnonb3yembiMM B nabopatopum ana AesakTMBauun M yTUNU3auun NOTEHUManbHO 3apaKeHHOro
mMaTtepuana.

IIPESEHTAIINA
IIpopykt Kartano>xHblit HOMep YnakoBka
PATHOGENIC SYSTEM AST 71681 20 tectoB
PATHOGENIC SYSTEM AST 79681 4 tecTOB
TABJIMLA CUMBOJIOB
. Copepxummoro

Wapgenue gnsa In Vitro He ucnonb3oBaTh OrpaHunyeHmne

ONarHOCTUKM @ NOBTOPHO u Mpoussoputent v ﬂgﬁ:ﬁ-ra?;ﬁo Ana <n> TemnepaTtypbl

BHumaHune, obpatutech

KaTanoxHbln Homep ! gg%a‘)ug)?(LZCﬂ g Cpok rogHocTH A K ConpoBOAUTESTbHbIM Koa naptum

OOKyMeHTam

CE IVD Pex.3/14.01.2014
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