Mycoplasma System Plus NGl

System for detection, count and susceptibility testing
of urogenital mycoplamsmas.

DESCRIPTION

Mycoplasma System Plus is a 24-well system containing desiccated biochemical and antibiotic substrates for detection, semi-
quantitative determination and susceptibility testing of urogenital mycoplasmas, i.e. Mycoplasma hominis and Ureaplasma
urealyticum. The system is inoculated with the suspension of the clinical sample and incubated at 36 + 1°C. The test results are
read after 24 hours of incubation and interpreted by assessing the change in color of the various wells and performing a
microscopic examination.

Note: The species Ureaplasma urealyticum has been divided into two new species: Ureaplasma parvum and Ureaplasma
urealyticum. They are considered together as Ureaplasma spp. when using this device and indicated as Uu.

CONTENT OF THE KIT (kit for 20 tests)

* 20 Mycoplasma System Plus * 20 Vials of Physiological Solution (7.0 mL/vial)
e Instructions Sheet also available from liofilchem.com/ifu-sds e Test Results Form

ITEMS NECESSARY BUT NOT INCLUDED IN THE KIT

e Vaseline oil (ref. 87006) e  Cover slides and slides
e Sundry microbiology laboratory materials ¢ Microscope
CONFIGURATION

Well Count and identification of mycoplasmas / ureaplasmas
1-Uu 103 Ureaplasma spp. (titre = 10° CFU/mL)

2-Uu 104 Ureaplasma spp. (titre = 10" CFU/mL)

3-Uu>105 | Ureaplasma spp. (titre > 10> CFU/mL)

4-Mh 104 Mycoplasma hominis (titre = 10* CFU/mL)

5-Mh > 105 Mycoplasma hominis (titre > 10> CFU/mL)

Well Detection of T. vaginalis and Candida spp.

6-TR/YE Trichomonas vaginalis / Candida spp.

Well Susceptibility test of the mycoplasmas / ureaplasmas
7-TE Tetracycline - 4 pg/mL

8-TE Tetracycline - 8 pg/mL

9-PEF Pefloxacin - 8 pg/mL

10-PEF Pefloxacin - 16 pg/mL

11-OFX Ofloxacin - 1 pg/mL

12-OFX Ofloxacin - 4 pg/mL

13-DO Doxycycline - 4 pg/mL

14-DO Doxycycline - 8 pg/mL

15-E Erythromycin - 8 pg/mL

16-E Erythromycin - 16 pg/mL

17-CLA Clarithromycin - 8 pg/mL

18-CLA Clarithromycin - 16 pg/mL

19-MN Minocycline - 4 pg/mL

20-MN Minocycline - 8 pg/mL

21-CD Clindamycin - 4 pg/mL

22-CD Clindamycin - 8 pg/mL

23-AZM Azithromycin - 4 pg/mL

24-AZM Azithromycin - 8 pg/mL
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PRINCIPLE OF THE METHOD

MycoplasmaSystem Plus allows the detection, semi-quantitative count, presumptive identification and susceptibility test of
Mycoplasma hominis and Ureaplasma spp., and the detection and presumptive identification of the microorganisms most
frequently isolated from vaginal and urethral swabs and seminal fluid, i.e. Trichomonas vaginalis and Candida spp.

* The semi-quantitative count of Ureaplasma spp. is indicated by a color change from yellow to red in wells 1-Uu 103, 2-Uu 104
and 3-Uu > 105.

* The semi-quantitative count of Mycoplasma hominis is evidenced by a color change from yellow to red in wells 4-Mh 104
and 5-Mh > 105.

The presence of Trichomonas vaginalis and Candida spp. is determined by microscope (40x) examination of a drop of
culture liquid taken from well 6-TR/YE to assess the presence of mobile ciliated trophozoites for identification of
Trichomonas vaginalis and/or the presence of chlamydospores and hyphae for identification of Candida spp.

The susceptibility testing of urogenital mycoplasmas is evaluated by observing a color change from yellow to red in wells
7-TE to 24-AZM and following the instructions under INTERPRETATION OF THE RESULTS.

COLLECTION AND STORAGE OF THE SAMPLES

Obtain the vaginal or urethral secretion with synthetic fibre swabs.

Obtain the seminal fluid according to the technique envisaged for the microbiological culture examination.

The samples must be sent for inoculation in the Mycoplasma System Plus immediately after they are taken.

Do not store in the refrigerator for even limited periods of time, since low temperatures may damage the vitality of particularly
sensitive microorganisms such as Trichomonas vaginalis and alter the final result.

TEST PROCEDURE
PREPARATION OF THE CLINICAL SAMPLE

Carefully open a vial of Physiological Solution* using the ampoule cracker provided with the kit.

1. VAGINAL SWAB - URETHRAL SWAB

Immerse the swab (after obtaining the clinical material) in the vial of physiological solution and wait 5 minutes. Carefully
squeeze the swab against the vial wall so that the clinical material is dispersed homogeneously in the Physiological Solution.

Note: Keep the swab, dipped in a nutritive broth, until the conclusion of the test.

2. SEMINAL FLUID
Add 0.2 mL of sample to the vial of Physiological Solution*, shake and wait 5 minutes before inoculation.

3. URINE

Centrifuge about 10 mL of urinary sample. Collect 0.1 mL of urinary sediment and add to the vial of Physiological Solution
contained in the kit; shake and wait 5 minutes before inoculating the system.

4. CLINICAL MATERIAL FROM Mycoplasma Transport Broth (ref. 20158)

Add 1 mL Mycoplasma Transport Broth, containing the sample under examination, to the vial of Physiological Solution, shake
gently and wait 5 minutes before inoculation.

Note: Conserve the specimen in the vial of Mycoplasma Transport Broth until the conclusion of the test.

* Physiological Solution (g\L): Sodium chloride 9 g; Distilled water 1000 mL; pH 6.8 + 0.2

INOCULATION OF THE SYSTEM

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

Write down the name of the patient, the date of the start of the examination, and the type of clinical material.
Transfer 0.2 mL of suspension of the clinical sample into each well of the system.

Overlay with 1 drop vaseline oil for microbiological use all the wells except for well 6-TR/YE.

Cover the system with the lid provided and incubate at 36 + 1°C for 24 hours, and up to 48 hours.
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Observe and confirm the presence of mycoplasmas within 48 hours incubation.



INTERPRETATION OF THE RESULTS

Count and Identification of Mycoplasmas / Ureaplasmas
Watch for the color change in the wells 1-Uu 103 to 5-Mh > 105 and interpret the results as shown below.

Detection of Trichomonas vaginalis and Candida spp.
Take a drop of liquid from the well, deposit it on a glass slide, place a cover slip on top and examine at the microscope (40x)
for the presence of T. vaginalis and Candida spp. Interpret as shown below.

Antimicrobial Susceptibility Testing of Mycoplasmas / Ureaplasmas

Watch for the color change in the wells 7-TE to 24-AZM and interpret the results as shown below. For each antibiotic, the
results of two wells are evaluated together. Refer to wells 1-Uu 103 and 4-Mh 104 as growth control for the antibiogram of
Ureaplasma and M. hominis, respectively.

Note the results on the TEST RESULTS FORM (copy as many forms as necessary).

Well COUNT AND IDENTIFICATION OF Well color
MYCOPLASMAS / UREAPLASMAS Positive reaction* Negative reaction
1-Uu 103 Ureaplasma spp. (titre = 10> CFU/mL) ® red yellow
2-Uu 10¢ Ureaplasma spp. (titte = 10* CFU/mL) @ red yellow
3-Uu=10° | reaplasma spp. (titre > 10° CFU/mL) ® red yellow
4-Mh 104 Mycoplasma hominis (titre = 10" CFU/mL) red yellow
5-Mh >10° Mycoplasma hominis (titre > 10° CFU/mL) red yellow

CFU: Colony Forming Units

(1) = Equivalent to 5-20 colonies grown on Mycoplasma Agar A7
(2) = Equivalent to 20-50 colonies grown on Mycoplasma Agar A7
(3) = Over 50 colonies grown on Mycoplasma Agar A7

Well T. VAGINALIS AND CANDIDA spp. Microscope examination (40x)

T. vaginalis: mobile ciliated protozoites

6-TR/YE Trichomonas vaginalis / Candida spp. Candida spp.:chlamydospores and hyphae

SUSCEPTIBILITY TESTING OF MYCOPLASMAS / UREAPLASMAS

Wells Antibiotic Concentrations (pg/mL)
7-TE and 8-TE Tetracycline 4and 8

9-PEF and 10-PEF Pefloxacin 8and 16

11-OFX and 12-OFX Ofloxacin 1 and 4

13-DO and 14-DO Doxycycline 4 and 8

15-E and 16-E Erythromycin 8and 16

17-CLA and 18-CLA Clarithromycin 8and 16

19-MN and 20-MN Minocycline 4and 8

21-CD and 22-CD Clindamycin 4and 8

23-AZM and 24-AZM Azithromycin 4and 8

Well Colour A red* colouring indicates growth (positive) at the tested antibiotic concentration.
A yellow colouring indicates no growth (negative) at the tested antibiotic concentration.

Colour changes in two successive wells containing the same antibiotic are used to categorise results into three susceptibility
categories:
Sensitive Growth is inhibited (YELLOW) by the higher and lower critical concentration of the antibiotic.

Intermediate  Growth is inhibited (YELLOW) by the higher critical concentration of the antibiotic,
but not (RED) by the lower critical concentration.

Resistant Growth is not inhibited (RED) by the higher and lower critical concentration of the antibiotic.

*An orangey colouring should be considered as test positive/growth.



QUALITY CONTROL
Every batch of Mycoplasma System Plus is subjected to quality control using the following reference microorganisms:

Mycoplasma hominis ATCC 23114
Ureaplasma urealiticum ATCC 27618
Candida albicans ATCC 10231

FACTORS THAT MAY INVALIDATE THE RESULTS
Poor standardisation of the inoculum; clinical material unsuitable; use of expired systems and/or reagents; non compliance
with temperatures and times of incubation.

LIMITS AND WARNINGS

— Proper specimen collection and handling techniques are critical for accurate test results. A negative test does not always
mean there is no infection. A positive test obtained with Mycoplasma System Plus indicates an urogenital mycoplasmas
infection, but it cannot be used alone to diagnose the disease.

— Some bacteria that are present in quantities of > 1067 CFU/mL and produce urease, may cause all the wells in the panel to
change color. The presence of these can be verified by reisolating on agar medium (e.g. chocolate agar) from the original
broth (see TEST PROCEDURE)

— Avresult that is negative to the lower antibiotic concentration and positive to the higher antibiotic concentration is
insignificant. In that case the test must be repeated.

PRECAUTIONS

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

STORAGE

Store at 2-8°C in the original packaging. Keep away from sources of heat and avoid excessive changes in temperature. In such
conditions, the product will remain valid until the expiry date indicated on the label. Do not use beyond that date. Eliminate
without using if there are signs of deterioration.

DISPOSAL OF USED MATERIAL

After use, Mycoplasma System Plus 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.
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ITALIANO

Mycoplasma System Plus

Sistema per ricerca, conta e antibiogramma dei micoplasmi urogenitali.

DESCRIZIONE

Mycoplasma System Plus & un sistema a 24 pozzetti contenenti substrati biochimici ed antibiotici essiccati per la ricerca, la
valutazione semiquantitativa e I’antibiogramma dei micoplasmi urogenitali (Mycoplasma hominis ed Ureaplasma spp).

Il sistema viene inoculato con la sospensione del campione clinico ed incubato a 36 + 1°C. I risultati del test vengono letti
dopo 24 ore di incubazione ed interpretati valutando il viraggio di colore dei vari pozzetti ed eseguendo un esame
microscopico.

Nota: La specie Ureaplasma urealyticum é stata divisa in due nuove specie: Ureaplasma parvum e Ureaplasma urealyticum
vengono considerati insieme come Ureaplasma spp. nell’utilizzo di questo dispositivo e indicati con il simbolo Uu.

CONTENUTO DELLE CONFEZIONI (kit da 20 test)

e 20 Sistemi Mycoplasma System Plus e 20 Fiale di Soluzione Fisiologica (7.0 mL/fiala)
e Foglio istruzioni disponibile anche da liofilchem.com/ifu-sds ¢ Modulo TEST RESULTS FORM

PRODOTTI NECESSARI NON CONTENUTI

e Olio di vaselina (ref. 87006) * Vetrini coprioggetto e portaoggetto
* Materiale vario per laboratorio di microbiologia *  Microscopio
CONFIGURAZIONE

Pozzetto Conteggio ed identificazione dei micoplasmi / ureaplasmi
1-Uu 103 Ureaplasma spp. (titolo = 10> UFC/mL)

2-Uu 10¢ Ureaplasma spp. (titolo = 10* UFC/mL)

3-Uu =105 | reaplasma spp. (titolo > 10> UFC/mL)

4-Mh 104 Mycoplasma hominis (titolo = 10* UFC/mL)

5-Mh =105 Mycoplasma hominis (titolo > 10> UFC/mL)

Pozzetto Ricerca di T. vaginalis e Candida spp.

6-TR/YE Trichomonas vaginalis / Candida spp.

Pozzetto Antibiogramma dei micoplasmi / ureaplasmi

7-TE Tetraciclina - 4 pg/mL

8-TE Tetraciclina - 8 pg/mL

9-PEF Pefloxacina - 8 pg/mL

10-PEF Pefloxacina - 16 ug/mL

11-OFX Ofloxacina - 1 pg/mL

12-OFX Ofloxacina - 4 pg/mL

13-DO Doxiciclina - 4 pg/mL

14-DO Doxiciclina - 8 pg/mL

15-E Eritromicina - 8 pg/mL

16-E Eritromicina - 16 pg/mL

17-CLA Claritromicina - 8 pg/mL

18-CLA Claritromicina - 16 pg/mL

19-MN Minociclina - 4 pg/mL

20-MN Minociclina - 8 pg/mL

21-CD Clindamicina - 4 pg/mL

22-CD Clindamicina - 8 pg/mL

23-AZM Azitromicina - 4 pg/mL

24-AZM Azitromicina - 8 pg/mL
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PRINCIPIO DEL METODO

Mycoplasma System Plus permette la ricerca, il conteggio semiquantitativo, I'identificazione presuntiva e I’antibiogramma di
Mycoplasma hominis ed Ureaplasma spp., e la ricerca e l'identificazione presuntiva dei microrganismi pit frequentemente
isolati da tamponi vaginali, uretrali e liquido seminale quali: Trichomonas vaginalis e Candida spp.

* La presenza e il conteggio semiquantitativo di Ureaplasma spp. viene evidenziato dal viraggio di colore dal giallo al rosso

dei pozzetti 1-Uu 103, 2-Uu 104 e 3-Uu>105.
La presenza e il conteggio semiquantitativo di Mycoplasma hominis viene evidenziato dal viraggio di colore dal giallo al
rosso dei pozzetti 4-Mh 104 e 5-Mh > 105

La presenza di Trichomonas vaginalis e Candida spp. viene evidenziata dall’osservazione microscopica (40x) di una goccia
di liquido colturale prelevato dal pozzetto 6-TR/YE valutando la presenza di trofozoiti ciliati mobili per I'identificazione
Trichomonas vaginalis e/o presenza di clamidospore ed ife per I'identificazione di Candida spp.

L'antibiogramma dei micoplasmi urogenitali viene valutato osservando Il viraggio di colore dal giallo al rosso dei
pozzetti da 7-TE a 24-AZM e seguendo le istruzioni sotto INTERPRETAZIONE DEI RISULTATI.

RACCOLTA E CONSERVAZIONE DEI CAMPIONI

Prelevare il secreto vaginale o uretrale con tamponi in fibra sintetica. Prelevare il liquido seminale in accordo con la tecnica
prevista per I'esame microbiologico colturale. | campioni devono essere inviati al laboratorio per la semina nel sistema
Mycoplasma System Plus subito dopo il prelievo. Evitare la conservazione in frigorifero anche per tempi limitati in quanto le
basse temperature possono danneggiare la vitalita dei microrganismi particolarmente sensibili come Trichomonas vaginalis e
pregiudicando il risultato finale.

PROCEDURA DEL TEST
PREPARAZIONE DEL CAMPIONE CLINICO

Aprire con attenzione una fiala di Soluzione Fisiologica* utilizzando il rompifiala contenuto nel kit.

1. TAMPONE VAGINALE - TAMPONE URETRALE

Immergere il tampone (dopo il prelievo del materiale clinico) nella fiala di Soluzione Fisiologica ed attendere 5 min. Strizzare
con cura il tampone contro la parete della fiala in modo che il materiale clinico risulti omogeneamente disperso nella
Soluzione Fisiologica.

Nota: Conservare il tampone , immerso in un terreno nutritivo liquido, fino alla conclusione del test.

2. LIQUIDO SEMINALE
Dispensare 0.2 mL di campione nella fiala di Soluzione Fisiologica*, agitare ed attendere 5 minuti prima della semina.

3. URINE

Centrifugare circa 10 mL di campione di urine. Raccogliere 0.1 mL di sedimento urinario e dispensarlo nella fiala di
Physiological Solution; agitare ed attendere 5 minuti prima di trasferire la sospensione del campione nel sistema.

4. MATERIALE CLINICO DA Mycoplasma Transport Broth (ref. 20158)

Dispensare 1T mL di Mycoplasma Transport Broth, contenente il campione in esame, nella fiala di Soluzione Fisiologica*,
agitare delicatamente ed attendere 5 minuti prima della semina.

Nota: Conservare la fiala di Mycoplasma Transport Broth fino alla conclusione del test.

* Soluzione Fisiologica (g\L): Sodio cloruro 9 g; Acqua distillata 1000 mL; pH 6.8 + 0.2

INOCULO DEL SISTEMA

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

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

Trasferire 0.2 mL di sospensione del campione clinico in ciascun pozzetto del sistema.

Coprire con una goccia di olio di vaselina per uso microbiologico tutti i pozzetti ad eccezione del pozzetto 6-TR/YR.
Coprire il sistema con I’apposito coperchio ed incubare a 36 + 1°C per 24 ore fino ad un massimo di 48 ore.
Osservare e confermare la presenza dei micoplasmi entro 48 h di incubazione.
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INTERPRETAZIONE DEI RISULTATI

Conteggio ed Identificazione dei Micoplasmi / Ureaplasmi
Osservare il viraggio di colore dei pozzetti da 1-Uu 103 a 5-Mh > 105 ed interpretare i risultati come mostrato sotto.

Ricerca di T. Vaginalis e Candida spp.

Prelevare una goccia di liquido dal pozzetto 6-TR/YE, depositarla su un vetrino portaoggetto e, dopo aver deposto il vetrino
coprioggetto, osservare al microscopio (40x) la presenza di Trichomonas vaginalis e Candida spp. Interpretare come mostrato
sotto.

Antibiogramma dei Micoplasmi / Ureaplasmi
Osservare il viraggio di colore dei pozzetti da 7-TE a 24-AZM ed interpretare i risultati come mostrato sotto. Per ciascun
antibiotico, si valutano insieme i risultati di due pozzetti

Annotare i risultati sul modulo TEST RESULTS FORM (fotocopiare il numero necessario di moduli).

Pozzetto CONTEGGIO ED IDENTIFICAZIONE Colore pozzetto

DEI MICOPLASMI / UREAPLASMI Reazione positiva* | Reazione negativa
1-Uu 103 Ureaplasma spp. (titolo = 10> UFC/mL) ® rosso giallo
2-Uu 10¢ Ureaplasma spp. (titolo = 10* UFC/mL) @ rosso giallo
3-Uu =105 | yreaplasma spp. (titolo > 10° UFC/mL) ® rosso giallo
4-Mh 10¢ Mycoplasma hominis (titolo = 10* UFC/mL) @ rosso giallo
5-Mh>10% | pycoplasma hominis (titolo >10° UFC/mL) ®) rosso giallo

UFC: Unita Formanti Colonie

(1) = Equivalente a 5-20 colonie coltivate su Mycoplasma Agar A7
(2) = Equivalente a 20-50 colonie coltivate su Mycoplasma Agar A7
(3) = Superiore a 50 colonie coltivate su Mycoplasma Agar A7

Pozzetto RICERCA DI T. VAGINALIS E CANDIDA spp. Osservazione microscopica (40x)
6-TR/YE Trichomonas vaginalis / Candida spp. ga\;ajlgjl!’;p?:r?lzrz]?i]df)lsl:oa;reme%b;};
ANTBIOGRAMMA MICOPLAMI / UREAPLASMI

Pozzetti Antibiotico Concentrazioni (pg/mL)

7-TE e 8-TE Tetracycline 4e8

9-PEF e 10-PEF Pefloxacin 8el6

11-OFX e 12-OFX Ofloxacin le4

13-DO e 14-DO Doxycycline 4e8

15-E e 16-E Erythromycin 8elb

17-CLA e 18-CLA Clarithromycin 8elb

19-MN e 20-MN Minocycline 4e8

21-CD e 22-CD Clindamycin 4e8

23-AZM e 24-AZM Azithromycin 4e8

Colore Pozzetto Una colorazione rossa* indica crescita alla concentrazione di antibiotico testata.

Una colorazione gialla indica nessuna crescita alla concentrazione di antibiotico testata.

Le variazioni di colore in due pozzetti successivi contenenti lo stesso antibiotico sono utilizzate per interpretare i risultati
secondo le tre categorie di suscettibilita:

Sensibile Crescita inibita (GIALLO) da entrambe le concentrazioni di antibiotico.
Intermedia Crescita inibita (GIALLO) dalla concentrazione piu alta dell’antibiotco, ma non (ROSSO) ad quella piu bassa.
Resistente Crescita non inibita (ROSSO) dall’antibiotco, né dalla concentrazione piu alta, né dalla pit bassa.

*Una colorazione arancio deve essere considerata come test positivo/crescita.



CONTROLLO QUALITA

Ogni lotto di Mycoplasma System Plus viene sottoposto al controllo qualita utilizzando i microrganismi di riferimento seguenti:

Mycoplasma hominis
Ureaplasma urealiticum
Candida albicans

ATCC 23114
ATCC 27618
ATCC 10231

FATTORI CHE POSSONO INVALIDARE I RISULTATI
Imprecisa standardizzazione dell’inoculo; materiale clinico non idoneo; uso di sistemi e reagenti supplementari scaduti;
temperatura e tempi di incubazione non rispettati.

LIMITI ED AVVERTENZE

— Le corrette tecniche di raccolta e manipolazione dei campioni sono fondamentali per risultati accurati dei test. Un test
negativo non sempre significa che non c'e infezione. Un test positivo ottenuto con Mycoplasma System Plus indica
un'infezione da micoplasmi urogenitali, ma non puo essere utilizzato da solo per diagnosticare la malattia.

— Alcuni batteri presenti in quantita > 1067 UFC/mL, produttori di ureasi, possono determinare un viraggio dei pozzetti del
sistema. Confermare la loro presenza seminando una goccia di brodo colturale, precedentemente conservato (vedere
PROCEDURA DEL TEST) su terreno agarizzato (es. chocolate agar).

— Un risultato negativo per la concentrazione di antibiotico piu bassa e positivo per la concentrazione di antibiotico pit alta
e insignificante. In tal caso il test deve essere ripetuto.

PRECAUZIONI

Il prodotto Mycoplasma System Plus non e classificato come pericoloso ai sensi della legislazione vigente; per un suo corretto
impiego si consiglia comunque di consultare la Scheda di Sicurezza. Mycoplasma System Plus & 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

Conservare a 2-8°C nella sua confezione originale. Non conservare vicino a fonti di calore ed evitare eccessive variazioni di
temperatura. In queste condizioni il prodotto € valido fino alla data di scadenza indicata in etichetta. Non utilizzare oltre
questa data. Eliminare se vi sono segni di deterioramento.

ELIMINAZIONE DEL MATERIALE USATO

Dopo l'utilizzazione Mycoplasma System Plus ed il materiale venuto a contatto con il campione devono essere decontaminati
e smaltiti in accordo con le tecniche in uso in laboratorio per la decontaminazione e lo smaltimento di materiale
potenzialmente infetto.
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MYCOPLASMA SYSTEM Plus

Count, Identification and Susceptibility Testing of urogenital mycoplasmas
and Candida spp./Trichomonas vaginalis directly from Clinical Specimens
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¥ Clinical Specimens
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Vaginal swab, Urethral swab,

Uu10 Uu10 Uux 10 Mh10 Mh 109 TR/YE TE

Rectal swab, Seminal fluid
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DO DO

PeF | PEF | OF | Ofx

¥ Urogenital mycoplasmas

.: .: .: .: .:21 .: : .: Count/identification
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Ureaplasma urealyticum, Mycoplasma hominis

( MYCOPLASMA SYSTEM PIUSW Susceptibility Testing

(double concentration)

Tetracycline, Pefloxacin, Ofloxacin

Doxycycline, Erythromycin, Clarithromycin,

Minocycline, Clindamycin, Azithromycin
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1 2 3
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17 Trichomonas vaginalis
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¥ Direct Microbial Identification

(microscopic observation)
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v Complete diagnosis
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MYCOPLASMA SYSTEM Plus

RESULTS

TEST PROCEDURE

Identification and count

Ureaplasma spp.

10° CFU/ml

10* CFU/ml

>10° CFU/ml

10* CFU/ml

>10° CFU/ml

Susceptibility Testing (double concentration)

AZM | AZM

AZM | AZM

OO0 — (OIO) sensitive
9 10 9 10
PEF | PEF PEF | PEF
Q Q > ‘ Q Intermediate
17 18 17 18
CLA CLA CLA CLA
OO0 — @@ -resistant
23 24 23 24

Microscopic observation (400x)

@ > @ Trichomonas | Candida
m vaginalis albicans
DESCRIPTION PACKAGING REF.

MYCOPLASMA SYSTEM Plus 20 tests 72592
MYCOPLASMA SYSTEM Plus 4 tests 79592
VASELINE OIL DROPPERS 10x10 mL 87006
MYCOPLASMA TRANSPORT Broth  20x6 mL 20158

1

*Dip the swab into the vial of
physiological solution and wait 5
minutes. Carefully squeeze the
swab against the vial wall.

2

eDispense 0.2 mL of clinical sample
suspension into each well of the
system.

-.“

e

3

e Cover all the wells with 1 drop
of Vaselin Oil, except 6-TR/YE
well. Cover the system with the
lid provided and incubate
at 36+1°C for 18-24 hours.

.._,’_—

eConfirm Trichomonas vaginalis
and Candida spp. by taking
a drop from weﬂ 6-TR/YE and
watch at the microscope (400x).
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Y |
*t"!- — -

40000000

A
B

5

*Watch for the color change
of the wells and interpret
the results.

'm e — |

*Note down the test results on
the form provided in the kit,
or read and interpret with
automatic readers.
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DIAGNOSTICI
NN
S

Haoop peareatoB Mycoplasma System Plus

AJI KOJIMIECTBECHHOI'0 ONpEeaC/JICHUSA, I/IL[eHTI/I(l)HKaIII/II/I H onmpeacjJceHusd 49yBCTBUTEC/IbHOCTHU
YPOIr€¢HUTAJBHbBIX MUKOILJIA3M K AHTHOHOTHKAM

PY Ne @C3 2011/10509 om 19 urona 2021 z00a
BAPUAHTbBI UCITOJIHEHUA

HaumeHoBaHue ApT. YnakoBka
HaGop pearentoB Mycoplasma System Plus 1y1st KomuecTBeHHOTO 72592 20 TecToB
OIpe/IeIICH s, MICHTH(PUKAIIMK U ONIPEIEIICHHS 1yBCTBUTEIBHOCTH
YPOTCHUTAIBHBIX MUKOILIA3M K aHTHOHOTHKAM 79592 4 Tecta
OIIUCAHUE

Habop peacenmos Mycoplasma System Plus — sto 24-myHouHHas CUCTeMa, CoOJep Karias
TMO(UITH3UPOBAHHBIC OMOXMMHYECKHE u aHTHOMOTHYECKHE cyOcTpatsl JUTS
MOJIYKOJMUYECTBEHHOTO OIPEJICIICHHsI YhCa yporeHuTaibHbIX Mukoriasm (Mycoplasma hominis
u Ureaplasma urealyticum) wu onpemeneHuss WX YyBCTBUTEIBHOCTH K aHTHMHKPOOHBIM
npenaparam. CUCTeMy WHOKYJIHMPOBATh CYCIIEH3UEH KIMHUYECKOrO o0Opas3iia U WHKYyOHUpOBaTh
npu 36 + 1°C B Teuenue 18-24 u. Pe3ynbraThl TeCcTa CUUTHIBAIOTCS Yepe3 24 yaca MHKyOauuu u
MHTEPIPETHPYIOTCA IIyTeM OICHKHM HW3MEHEHHs [BE€Ta pPAa3JIMYHbIX JYHOK W MPOBEACHUS
MHUKPOCKOITMYECKOTO UCCIICIOBAHMUS.

[pumeuanue: Bun Ureaplasma urealyticum Obut pa3gernen Ha jaBa HOBbIX Buaa: Ureaplasma
parvum u Ureaplasma urealyticum. Bmecte onu paccmarpuBatorcs kak Ureaplasma spp. u mpu
MCIOJIb30BaHUU 3TOro Habopa o6o3Havyaercs kak Uu.

COCTAB HABOPA
B cocras Habopa BXOAAT:
e 20 cuctem Mycoplasma System Plus e 20 ¢u. /mpo6upok ¢ 7 M1 pU3HOIOTUY. pacTBOpa)
e  UucTpykuus e  ®dopma JIs 3aIMCH PE3yJIbTaTOB

IMo3uuuu, HeodXoAMMbIE 1J151 pad0Thl, HO He BKJIIOYEHHbIE B COCTaB Habopa
e Paznuunbie 1abopaTopHble MaTEpPHUAIIBI ISl MUKPOOHOJIOTHH;
e BaszenunoBoe mMacio Juisi MUKpOOHOIOTHUECKOro ucnoiab3oBanHus (apt. Ne 80278) unu
aHAJIOTHYHOE APYTOro MPOU3BOIUTENS,
e [IpeamerHbie ¥ MOKPOBHBIE CTEKJIA,
e Muxkpockor.

KOHOUT'YPALIUA

Jlynka IMoacuer n naeHTHGUKAIKS MUKOIUIa3M/ypeaniazm
1-Uu 103 Ureaplasma spp. (tutp = 10° KOE/mn)
2-Uu 104 Ureaplasma spp. (tutp = 10* KOE/Mi)
3-Uu > 10° Ureaplasma spp. (tutp > 10° KOE/mi)
4-Mh 10 Mycoplasma hominis (tutp = 10* KOE/mn)
5-Mh > 10° Mycoplasma hominis (tutp > 10° KOE/mn)

Jlynka Oonapy:xenue T. vaginalis u Candida spp.
6-TR/YE Trichomonas vaginalis / Candida spp.

Jlynka HccaenoBanne 4yBCTBUTEILHOCTH MUKOIJIa3M/ypeaniazm




7-TE TeTpanukiauH - 4 MKT/MI
8-TE TeTpanukiuH - 8§ MKIr/MI
9-PEF [Temokcanms - 8§ MKr/Mi
10-PEF [Tedmokcanu - 16 MKr/mi
11-OFX Oduokcarms - 1 MKr/Ma
12-OFX Odokcanu - 4 MKr/MI
13-DO OKCHIITUKIIMH - 4 MKT/MII
14-DO J{OKCHITUKINH - 8 MKI/MIT
15-E OPUTPOMUIMH - 8 MKI/MJI
16-E OpUTPOMUIIHH - 16 MKI/MII
17-CLA KiaputpoMuiiys - 8 MKr/Mi
18-CLA Knaputpomunus - 16 MKr/mMi
19-MN MHUHOUKINH - 4 MKI/MII
20-MN MUHOLMKIINH - 8 MKT/MII
21-CD KnuamaMuAnuH - 4 MKI/MII
22-CD Kinagamunus - 8 MKI/MII
23-AZM ABUTPOMHIIMH - 4 MKI/MJI
24-AZM ABUTPOMHMIIMH - 8 MKI/MJI
MNPUHIMUII METOJA

Habop peazenmoe Mycoplasma System Plus 1no03BonsieT 0OHapyXHBaTh, IPOBOJUTH
MOJYKOJIMYECTBEHHBI  TIOACYET, NpPEABAPUTENBHYI0  WACHTU(QHUKAIMIO W  TECT  Ha
4yBCTBUTEIBHOCTh K aHTUMUKPOOHBIM Tipernapatam Mycoplasma hominis u Ureaplasma spp., a
TaKKe OOHApy)XKMBaTh M IPEIBAPUTEIBHO HICHTU(UIIUPOBATh HAMOOJIee YacTO BBIACISEMbIC
MHUKPOOPIaHU3Mbl U3 BarMHAJIBHBIX U YPETPajbHbIX Ma3KOB U CEMEHHOW KMJKOCTH, TAaKUX Kak
Trichomonas vaginalis u Candida spp.

e [lomykonuuyecTBEHHBIN MOJCUET ypearia3M ONpeaessieTcsi 0 U3MEHEHHIO 1[BETa OT KEJITOro
K KpacHOMy JyHOK 1-Uu 103, 2-Uu 104, 3-Uu > 10°.

e IIpucyrcrBue Mycoplasma hominis oOHapyuBaeTCsi IO M3MEHEHHIO LIBETa OT JKEJITOr0 K
kpacHomy B nynke 4-Mh 10%u 5-Mh > 10°.

e IIpucyrcteue Trichomonas vaginalis wu Candida spp. ompenmensercs myTeMm
MUKpoOcKonuyeckoro (40x) uccienoBaHMsl Karuld KyJbTypajJbHOW KHUJIKOCTH, B3ATOM W3
ayHku 6-TR/YE, mis oleHKH Hamuyusi MOJBIKHBIX PECHUTYATHIX TPO(O30MTOB C LENBIO
unentudukammu - Trichomonas vaginalis w/wnm Hamuuust XjgaMugocmop W Tud s
UACHTUDUKAIIMN KaHIH L.

e OreHKa YyBCTBUTEIBHOCTH K aHTHUOMOTHKAM YPOT€HUTAJIBHBIX MHUKOIJIa3M HMPOBOJUTCS IO
W3MCHEHHUIO 1IBeTa B JIyHKax ¢ /-TE ¢ mo 24-AZM kak ykazano B « MHTEPIIPETAIIA
PE3VYJIbTATOB.

CBOP U XPAHEHHUE OBPA3IIOB
OTOop BarMHaJIBHOTO WJIM YPETPATBHOTO CEKpeTa TMPOBOJIUTCA C  HCIOJIH30BAHUEM
CUHTETHYECKOTO TaMITOHA.
OTOOp ceMeHHOHN KHUAKOCTH MPOBOJSAT B COOTBETCTBHU C METOJHMKOH, MPETyCMOTPEHHON IS
UCCIIEIOBAaHUI MUKPOOHOIOTHUECKON KYJIbTYpHI.
[Tocme orGopa, oOpasibl JOMKHBI OBITh HE3aMEUIUTENHLHO OTMPABICHBI B JA0OPATOPHUIO U
3acesiHbl B Haoop peacenmoe Mycoplasma System Plus.
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Henb3st XpaHuTh 00pasiibl B XOJIOAMIBHUKE JaKEe B TCUCHUE HEMPOIO/DKUTEIIBHOTO BPEMEHH, T.K.
HU3KHE TEMIIEPATypbhl MOTYT OTPULATEIBHO IMOBIHMATH Ha KHU3HECIIOCOOHOCTH 0CO00
YyBCTBUTEILHBIX MUKPOOPIaHU3MOB, TaKKUX Kak Trichomonas vaginalis, 4yro MokeT MOBJIHTh Ha
KOHEUYHBIN pe3yJIbTar.

INPOLUEAYPA TECTUPOBAHUA
IHoaroroBka KJIMHNYECKOro 00pa3na

BCKpBITH 01MH (hIaKOH/ TIPOOUPKY ¢ (GU3MOTOTHYECKHM PACTBOPOM U3 Habopa.

1. BATUHAJIbHBIHN / YPETPAJIbHBIA MA3OK

[Torpy3uTe TaMIOH ¢ KIMHUYECKHUM MaTepHa oM BO ()IaKoH C (PU3HOIOTUYECKUM PACTBOPOM H
nofokaate 5 MUH. OCTOPOKHO MPOBEAUTE TAMIIOHOM MO CTEHKE (PiakoHa/IPOOUPKH, YTOOBI
KJIIMHUYECKHUI MaTeprall paBHOMEPHO pacipeeniics B (PU3H0JI0rHYeCKOM pacTBOPE.
[Ipumeyanue: ocTaBbTE TAMIIOH, CMOYCHHBIN B TUTATEILHOM OYyJIbOHE, 0 3aBEPIICHUS TECTA.

2. CEMEHHASA XKUJAKOCTb

Jlo6aBpre 0,2 Mn oOpasma Bo (IakoH ¢ (U3MOJIOTHUECKUM DPACTBOPOM™, BCTPSAXHHUTE W
MOJIOKIUTE 5 MUHYT Tiepel WHOKyIsiued B cuctemy Haobopa peazenmos Mycoplasma System
Plus.

3. MOYA

Otuentpudyrupyiite npumepno 10 mu oOpasuma mounm. Otbepute 0,1 M ocagka MOYM U
nobaBbTe BO (hIakoH ¢ (DU3HOJOTHYECKHM pacTBOpoM. Bcrpsixaute GdiaakoH/mpodbupky u
MOJOKINUTE 5 MUHYT Tiepel WHOKyIsiuued B cuctemy Habopa peazenmos Mycoplasma System
Plus.

4. KIAHUYECKHUA MATEPHAJI u3 Mycoplasma transport broth (Apr. 20158).

Brectu 1 mur u3 kuakod nurtartenbHoR cpeast Mycoplasma Transport Broth, conepxxamieit
uccieayeMbiii oopasen,, Bo (PIakoH/mpoOUpKy ¢ (PU3HOTOTHYECKUM pacTBOPOoM. OCTOPOKHO
BCTPSIXHUTE, TIOJOKIUTE 5 MUHYT Tepe] BHECCHHEM 00pasiia B CHCTEMY .

IIpumeyanue: xpaHuTh 0Opasel BO (IaKOHE C TPAHCIOPTHBIM OYIIOHOM IS MUKOIUIa3M JI0
3aBepIICHHs TeCTa.

*®usnonoruueckuii pactop (I/11): XJI0pu HATpHS 9 T; AUCTHIIMpoBaHHas Boga 1000 mi; pH 6,8+0,2.

BHecenue o6pasna cucremy HaGopa pearenroB Mycoplasma System Plus
1. 3Bneds cuctemMy U3 YIIAKOBKH M J1aTh €l HarpeThCs 10 KOMHATHOM TEMIIEPATYPBHI.

2. 3amnucarh UM MAIIMEHTA, JIaTy Hadaja oOCIe0BaHuUs U THUI KIIMHUYECKOTO MaTepHraa.

3. Brectu 0,2 M1 cycrieH3uH KIIMHUYIECKOTo 00pasiia B KaXIyt0 JTYHKY CUCTEMEI.

4. BHecTn BO BCe JyHKHM TO OJHOW Karjie Ba3eJIMHOBOTO Maciia JJisi MUKPOOHOJIOTUYECKOTO
UCIIOJIb30BaHus, KpoMme ayHKHU 6-TR/YE.

5. HakpeITh cucteMmy mpuiaraeMoi KpbIIIKOM M MHKYyOupoBaTh mpu Temieparype 36 + 1°C B
TedeHue oT 24 u 1o 48 u.

6. HabmroaTh 3a JTyHKaMu U TIOATBEPIUTH HAIMYME MUKOIITIa3M B TeueHue 48 4acoB HHKYyOaIuu.

HUHTEPIIPETAIMUS PE3YJbTATOB
Hoacuer u maeHTUPUKANMA MUKOILIA3M / ypearjiaim

Habmronars nsmenenue npera B ayHkax ot 1-Uu 10° mo 5-Mh > 10° u uHTepnpeTHpOBaTH
pe3yJbTaThl, KaK MOKa3aHO HUXKE.
HccaenoBanne Ha Trichomonas vaginalis m Candida spp.




OTtobOpaTh Kamio KUAKOCTH u3 JdyHkd 6-TR / YE, moMmecTuTh ee Ha MIpeaMETHOE CTEKIIO,
3aKpBITh MOKPOBHBIM CTEKJIOM U HCCIIEI0BaTh Ha Hajamyue Trichomonas vaginalis u kanmaum mos
MHUKpockoroM (40x). MHTeppeTHpoBaTh, KaK IOKa3aHO HIKE.

HcceieoBanye HA YYBCTBHTEILHOCTh K AHTHOMOTHKAM MHKOILIA3M / ypeaIiasM

HaGmromate 3a m3MeHeHHMeM IBeTa B JIyHKax ¢ /-TE mo 24-AZM. HWuteprpeTupoBaTh
pe3yabTaThl, KaK IOKa3aHO HIbKe. /s KaXJIoro aHTUOMOTHKA pe3yJbTaThl JBYX JYHOK
ouenuBatotcs Bvecte. Jlynku 1-Uu 102 u 4-Mh 10% ciyxar B kadecTBe KOHTPOJIS POCTa JJIst
AHTHOMOTUKOrpaMM ypearutazMbl 1 M. hominis cooTBeTCTBEHHO.

3anucate pesynbTatel B ®OPMY 3AIIMCU PE3VYJIbTATOB (mpenBapurelbHO CIENaTh
kcepokorrun @POPM 3ATINCHU PE3YJIbTATOB B HEOOXOMMOM KOJHYECTBE).

Ioacuer ¥ MAEHTH(PUKAIMA MUKOILIA3M / Lget ayHKu
Jlynka IMosoxkureabnas | OTpuuaTeabHAast

ypearuiasm peaknus * peakuus
1-Uu 10°  |Ureaplasma spp. (tutp = 10° KOE/Mm) @ KpacHsrit YKenTrit
2-Uu 10* Ureaplasma spp. (tutp = 10* KOE/ma) @ KpacHhpiit JKenTorii
3-Uu >10° |Ureaplasma spp. (tutp > 10° KOE/mi) © KpacHsrit YKenTerit
4-Mh 10*  [Mycoplasma hominis (tutp = 10* KOE/mn) KpacHblii XKenrprii
5-Mh >10° [Mycoplasma hominis (tutp > 10° KOE/mn) KpacHprii XKenrerii

(1) = sxBuBasieHTHO 5-20 KOJIOHHSM, BRIpOCIIUM Ha Arape ass mukoriazm A7 (Mycoplasma Agar A7).
(2) = sxBuBanienTHO 20-50 KoMOHMAM, BeIpOCHIMM Ha Arape mis mukorazm A7 (Mycoplasma Agar A7).
(3) = 6onee 50 konmoHwmiA, Beipociinx Ha Arape mis mukorazm A7 (Mycoplasma Agar A7).

Jlyuka | Trichomonas vaginalis m Candida spp. Muxkpockonuueckoe ucciaegopanne (40x)

T. vaginalis: moxBuXHBIC )KT'YTHKOBBIC IPOCTEHIIINE

6-TR/YE | Trichomonas vaginalis / Candida spp. Candida spp.: xnammoctops! 1 rHdb:

HNCCIEJOBAHUE HA YYBCTBUTEJIBHOCTb K AHTUBUMOTUKAM
MHUKOIIVTIABM/YPEAIIJIAZM

Jlynka AHTHOMOTHK KonuenTpanus (MKr/mJ)
7-TEu 8-TE Terpaumkana 4u8
9-PEF u 10-PEF [Tednokcanun 8u 16
11-OFX u 12-OFX Odnokcanun lu4d
13-DO u 14-DO JloKCHIIUKIIMH 4u8
15-E u 16-E OpuTpoMuIIMH 8duléb
17-CLAu 18-CLA Knapurpomunux 8uléb
19-MN u 20-MN MUHOLUKIINH 4u8
21-CD u 22-CD Knungamunua 4ul
23-AZM u 24-AZM A3UTPOMUIIH 4u8

IiBer JayHkm: KpacHas®* oxpacka ykas3bplBaeT Ha poOCT (IOJOXKHUTEIbHAs pPEaKLus) IpH

TCCTprCMOfI KOHICHTpAauu aHTHOMOTHKA.

Kenras OKpacCKa YKa3bIBACT HA OTCYTCTBHUC POCTa (OTpI/II_IaTCJ'IBHa}I peaKL{I/IH) npu TCCTpreMOfI
KOHICHTpanuu aHTHOMOTHKA.

H3menenue IBETA B IBYX MNOCJICAOBATCIBHBIX JIYHKAX, COACPKAIIUX OJUH U TOT XKC aHTI/I6I/IOTI/IK,
HCIIOJIB3YCTCA OJId pasacICHUS PE3YJIbTATOB HA TPU KATCTOPUKU YyBCTBUTCIbHOCTH!



YyscTBUTEIBHBIE: POCT ogaBisieTcst (GKeNThIN) 0osiee BHICOKOM M 00j1ee HU3KON KPUTHUECKOM
KOHIIEHTpalyel aHTHONOTHKA.
CpenHsisi 4YyBCTBHTEJIBHOCTBL. IIpoMexyTounblii poct mnomasmsercs (OKEJITBIM) Gomee
BBICOKOM KPHTHUYECKOHl KOHIeHTpanueli amtmbuornka, Ho He (KPACHBIN) 6onee Huskoii
KPUTHYECKOW KOHLUECHTPALIUEN.
YcroiiuuBsble: Poct He nHrHOUpyercs (KpacHblil) Oosiee BBICOKOW U Oosiee HU3KOM KPUTHIECKOM
KOHIICHTpallMel aHTUOMOTHKA.

*OpaH:KeBbIH OTTEHOK CJIeAyeT CUYMTATH MOJOKUTEIbHBIM Pe3yJbTATOM TeCTa/POCTOM.

KOHTPOJIb KAYECTBA
Kaxnas naptus Habopa peazenmoeé Mycoplasma System Plus npoxoIuT KOHTPOJIb KauecTBa C
HCIIOJIB30BAHUEM CJIEIYIOIIUX KOHTPOJBHBIX IrrammoB: Mycoplasma hominis ATCC 23114;
Ureaplasma urealiticum ATCC 27618; Candida albicans ATCC 10231.

DOAKTOPBI, KOTOPBIE MOI'YT NIOBJIMATDH HA PE3YJIBTATDBI
[Inoxast crangapTU3anys MHOKYJIATA; HEMOAXOASAIIMN KIMHUYECKUNA MaTepuall; UCIOIb30BaHUE
MIPOCPOUYCHHBIX CHCTEM H/WJIH PEarecHTOB; HECOOIIOICHUE TeMITepaTypbl U BPEMEHU WHKYOAIIHH.

OI'PAHUYEHUSA U IPEAYIIPEXKXKIEHUS

e [IpaBuibHbIl cOop 00pa3oB M oOpalleHMs C HUMHM HMMEIOT peIlarollee 3HaueHHe JUIs
[IOJIyYeHHUs TOYHBIX pe3yJbTaTOB MCHbITaHMH. OTpHULIaTENbHBIA TECT HE BCErja O3HAa4yaeT
orcyrctBue HHOpekuuu. [lomoxuTenpHbll TecT, MoiyuyeHHbI ¢ nomousio Habopa
peazenmoe Mpycoplasma System Plus, yka3blBaeT Ha YPOI€HUTAJIbHYIO HHQEKLUUIO -
MUKOILIa3Mbl, HO €r0 Helb3s UCIOIb30BaTh OTAEIILHO /ISl IMarHOCTUKU 3a00J1€BaHUs.

e HekoTophle GakTepHu, MpHUCYTCTBYIOMHE B KoaudecTse > 10%7 KOE/Mn 1 mpogynupyromme
ypeazy, MOTYT BbI3BaTb HM3MEHEHHE IBETa BCEX JIyHOK NaHeJu. VX Hamuume MOXHO
MIPOBEPUTH MOBTOPHBIM BBIJEICHUEM Ha arapu3oBaHHOU cpene (Hampumep, Illokonaonom
azape) w3 ucxoaHoro oymnsona (cm. [TIPOLIEAYPY TECTUPOBAHUNS).

e OrpuuaTenbHblii  pe3yapTaT Juisl Oojiee HU3KOM KOHIEHTpalMud AaHTUOMOTHUKA U
MIOJIOKUTEIIbHBIN /7151 O0Jiee BBICOKOW KOHIEHTpallMd aHTMOMOTHKA, HE MMeeT 3HaueHus. B
3TOM CiIy4ae UCIbITaHNE HEOOXOUMO TOBTOPHUTD.

MEPBI MIPEJOCTOPOKHOCTH
Haébop peazenmoe Mycoplasma System Plus ne xinaccuduiupyercs Kak OMacHBIA B
COOTBETCTBHUH C JICHCTBYIOIIUM 3aKOHOAATEILCTBOM, OJIHAKO JJIS MPABMIILHOTO HCIIOIH30BAHUS
O3HaKOMbTeCh C macmopToM Oe3onacHocTu. Habop peazenmoe Mycoplasma System Plus
npeaHa3HaueH I OJIHOPA30BOTO MCIOJB30BAHUS U TOJILKO JJIs TUArHOCTHKH IN Vitro. HaGop
JOJDKEH HCIIONIb30BaThess B Jaboparopur OOYYEHHBIM TEPCOHANIOM C HCIOJIB30BaHHUEM
0€30MacHbIX YTBEPkKJACHHBIX METOJIOB JIJIsi 0OPa0OTKHU MATOT€HHBIX ar€HTOB.

XPAHEHHUE
XpaHuth npu Temieparype 2-8°C B OpUTMHAIBHOW YNAKOBKE BJATM OT MCTOYHUKOB TeIlia.

N36eraTh pe3kux mepenagoB Temreparypbl. B Takux ycnoBusx HaOop OyaeT ocTaBaTbes FOAHBIM
710 UCTEUEHMsI CPOKa FOJHOCTH, YKa3aHHOIO Ha 3THKeTke. He mcnonb30BaTh mocie 3TOH AATHI
YHUYTOXUTD, €CIIU €CTh PU3HAKH ITOPYH.



YTUJIN3ALUA

[Tocne wucnonw3oBauuss Habop peazenmoe Mycoplasma System Plus v Bce Marepualibl,
KOHTaKTHUPOBABILIKE C UCCIEAYEMBIM 00pa3lioM, TOJKHBI ObITh 00€33apaskeHbl U YTHIN3UPOBAHbBI
B COOTBETCTBUHU C METO/IaMH, UCTIOJIb3YEMbIMHU B TAOOPATOPUH.

TABJIUIA CUMBOJIOB

MenuuuHCcKoe u3aenue mis in-vitro ®
ITMarHOCTUKHU
N/

HpOI/I3BO,I[I/ITeJ'IB PaccuuTan Ha TCCTOB

He ncronp3oBarh ITIOBTOPHO

Xpymko, oOpamarbces ¢
OCTOPOIKHOCTHIO

KaTtanoxHbIi HOME

& Braumanue, 03HaKOMBTECH C
COITPOBOAUTEIbHBIMU JTOKYMEHTAMH
LoT]

TemmepaTypHbIi peKuM Howmep naptuu

CpOK TOJTHOCTH
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