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Directions For Use for the following:
Nocardia Quality Control Slides,

Nocardia/Actinomyces Stain Set, Primary Stain,
Stain Wash, Decolorizer, and Counterstain

INTENDED USE

Nocardia Quality Control Slides are designed for quality control of the
Nocardia stain technique. The Nocardia/Actinomyces Stain Set provides a
rapid, convenient, reliable method of staining.

SUMMARY

Nocardia species are a common saprophyte found in soil and water. This
organism does not commonly colonize in the upper respiratory tract;
therefore, upon its isolation in clinical specimens, it should be considered a
pathogen. Nocardia spp. are partially acid-fast when stained using a
modified acid-fast stain, utilizing a special decolorizer and counterstain.
Acid-fastness is quite variable in Nocardia spp. Because of the variable
staining properties, care must be taken when reviewing slides.

FOR IN VITRO DIAGNOSTIC USE ONLY

PRECAUTIONS

Do not use the staining reagents if their color has changed or a precipitate
has developed. Solutions should be handled and used by trained laboratory
personnel only. Handle all substrate slides by the edges. Do not touch the
surface of the slide, as this may damage the substrate. The stain control
slides contain bacterial concentrations which are air-dried and heat fixed.
Routine bacteriological safety controls should be used when handling the
bacterial slides.

STABILITY AND STORAGE

Nocardia Quality Control Slides and Nocardia/Actinomyces Staining reagents
are stable to the stated expiration date when stored at room temperature
(15-30°C). Keep from direct light and heat sources.

USER QUALITY CONTROL

Nocardia Quality Control Slides contain substrates at optimal concentra-
tions necessary for a positive and a negative stain reaction. The Nocardia
Quality Control Slides contain two wells: the positive control consists of
Nocardia asteroides and the negative control consists of Streptomyces
albus subsp. albus. The staining reagents should not be used if the color has
changed, the expiration date has passed, or if there are other signs of
deterioration.

PROCEDURE
Materials Provided: Nocardia Quality Control Slides, each slide with two
wells per slide.

Nocardia/Actinomyces Stain Set #0003535
Nocardia/Actinomyces Primary Stain 1 x 30 ml
Nocardia/Actinomyces Stain Wash 3 x30ml
Nocardia/Actinomyces Decolorizer 2x30ml
Nocardia/Actinomyces Counterstain 2 x30ml

Bulk Components

Nocardia/Actinomyces Primary Stain 1 x 250 ml  #0003542
Nocardia/Actinomyces Stain Wash 1x250ml  #0003543
Nocardia/Actinomyces Decolorizer 1x250ml  #0003544
Nocardia/Actinomyces Counterstain 1 x 250 ml  #0003545

Materials Not Provided: Microscope with oil immersion lens, absorbent
material, slides.

NOTE: The Alpha-Tec Nocardia Quality Control Slides are pre-fixed and

should not be fixed by heat or alcohols prior to staining. Add the Alpha-Tec

Nocardia Quality Control Slide at the first stain step of the staining procedure.

1. Prepare a thin smear of the patient specimen over an area of 2-3 sq cm.
Heat fix by warming on a slide warmer (65-75°C) for 2 hours, or prepare
the thin specimen on a CELL-BOND® slide and heat fix on a slide warmer
(65-75°C) for 15 minutes.

2. Place the specimen and control slide(s) onto a staining rack and flood
with the Nocardia/Actinomyces Primary Stain for 3—4 minutes.
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3. Tilt the slide to drain the excess stain from the slide and return to the
staining rack. Do not rinse with water!

4. Rinse the slide(s) continuously with the Nocardia/Actinomyces Stain
wash for 3 seconds.

5. Gently rinse the slide(s) under running tap water.

6. Decolorize the smear/slide with Nocardia/Actinomyces Decolorizer for
10 seconds only.

7. Gently rinse the slide(s) under running tap water.

8. Apply the Nocardia/Actinomyces Counterstain and let it stand for 1
minute.

9. Gently rinse the slide(s) under running tap water.

10. Allow the slide(s) to air dry (in a vertical position, on end, to facilitate
draining) and examine at 40x dry and 100x oil magnification.

EXPECTED RESULTS

Positive Control: Nocardia asteroides stain pink. Nocardia spp. may have a
tendency to fragment into coccobacillary forms that can stain acid-fast. Due
to the variability of the acid-fastness of Nocardia spp., the number of
acid-fast stain organisms may be as low as 20-25% of the total number of
organisms seen.

Negative Control: Streptomyces albus stain blue to purple and are acid-fast
negative.

LIMITATIONS OF PROCEDURES

1. A positive staining reaction with an acid-fast stain is presumptive
information indicating the presence of acid-fast bacteria in the specimen.
For positive identification, culture methods and biochemical characteri-
zation must be employed.

2. Use of Nocardia Stain Wash or Decolorizer for longer than stated times
may cause over-decolorization.
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CONTACTS

Alpha-Tec Systems, Inc. offers a complete line of digestion systems, stains,
and reagents for AFB specimen processing. For Technical Assistance
contact Technical@AlphaTecSystems.com and for Customer Service,
email Sales@AlphaTecSystems.com or call [+1] 800.221.6058 or [+1]
360.260.2779 between 8 am and 4 pm Monday through Friday, Pacific Time.

WARRANTY

Alpha-Tec Systems, Inc. warrants this product to perform as described in
the labeling and literature supplied. Any change or modification in the
procedure may cause improper results. Unless this product is used in
accordance with the labeling and literature, any and all warranties
(expressed, implied or statutory) regarding the product including the implied
warranty of merchantability and fitness for a particular purpose are
specifically denied. In no event shall Alpha-Tec Systems, Inc. be liable for
any direct, indirect, or consequential damages resulting from use or
performance of this product.

TRADEMARKS

CELL-BOND® is a trademark of Alpha-Tec Systems, Inc., 1311 SE Cardinal
Court, Suite 170, Vancouver, WA 98683 USA.
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Manufactured by Alpha-Tec Systems, Inc.
1311 SE Cardinal Court, Suite 170, Vancouver, WA 98683 USA

MDSS GmbH
Schiffgraben 41
30175 Hannover, Germany

GLOSSARY OF SYMBOLS

LOT Batch code / Numéro de lot / Numero de Lote / Numero di lotto / Lot Nummer /
Lotnummer / Lotnummer / Sarzna $tevilka / Nimero de lote

Catalog number / Référence du catalogue / Nimero de catalogo / Numero di
catalogo / Katalognummer / Catalog nummer / Het aantal van de catalogus /
Kataloska Stevilka / NUmero de catalogo

In vitro diagnostic medical device / Pour usage diagnostique in vitro / Para uso
diagnoéstico in vitro solamente / Solo per uso diagnostico in vitro / Nur zur
Verwendung als in vitro-Diagnostikum / Alleen voor in vitro diagnostisch gebruik
/ Fér invitrodiagnostik enbart / Samo za invitro diagnostiko / Apenas para uso em
diagnostico in vitro

Authorized representative in the European Community / Représentant européen
autorisé / Representante Europeo Autorizado / Rappresentante europeo
autorizzato / Autorisierter Européischer Reprasentant / Germachtigde Europese
vertegenwoordiger / Auktoriserad europeisk representant / Poobla$&en evropski
predstavnik / Representante Europeu Autorizado

Use-by date / Utiliser avant la date de péremption indiquée / Use antes de la

8 fecha indicada / Utilizzare entro la data indicata / Bis zum angegebenen datum
verbrauchen / Gebruik door vermelde datum / Anvénd innan angivet datum /
Porabiti do navadenega datuma / Usar até a data indicada

Manufacturer / Fabricant / Fabricante / Produttore / Hersteller / Fabrikant /
Fabrikant / Proizvajalec / Fabricante

Caution / Attention / Cuidado / Attenzione / Achtung / Voorzichtig / laktag
forsiktighet / Previdno / Atengao

temperaturas indicadas / Conservare a temperature comprese fra quelle indicate
/ Im angegebenen temperaturbereich aufbewahren / Opslaan bij een
temperatuur tussen / Férvara mellan angivna temperaturer / Shranjevati med
navedenimi temperaturami / Armazene entre as temperaturas indicadas

Contains sufficient for <n> tests / Contenu suffisant pour <n> tests / Contiene
suficiente para <n> pruebas / Contenuto sufficiente per <n> tests / Enthéalt
ausreichend fiir <n> untersuchungen / Inhoud voldoende voor <n> testen /
Innehaller tillrackligt for <n> tester / Vsebina zadostuje za <n> testov / Contém
quantidade suficiente para <n> testes

Consult instructions for use / Consulter la notice d’utilisation / Consulte las
instrucciones para el uso / Consultare le istruzioni per I'uso / Bitte beachten Sie
die Anwendungsvorschriften / Raadpleeg instructies voor gebruik / Konsultera
bruksanvisningen innan anvéndning / Glej navodila za uporabo / Consulte
instrugdes para o uso

/l/ Temperature limit / Conserver aux températures indiquées / Almacene entre las
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