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QUALITY CONTROL PROCEDURES (Optional)

| INTRODUCTION

BD BBL™ Trypticase™ Soy Agar with 5% Sheep Blood is used for the growth of fastidious organisms and for the visualization of
hemolytic reactions. BD BBL™ MacConkey Il Agar is a selective and differential medium for the detection of coliform organisms and
enteric pathogens.

I  PERFORMANCE TEST PROCEDURE
A. BD BBL Trypticase Soy Agar with 5% Sheep Blood
1. Inoculate representative samples with dilutions of the cultures listed below.
a. Using a volumetric pipettor or equivalent method, deliver 0.1 mL of a dilution yielding 30-300 CFU to each plate and
spread inoculate using a sterile glass spreader.

b. Incubate the Staphylococcus and Escherichia strains at 35 + 2 °C in an aerobic atmosphere and the Streptococcus strains at
35 + 2 °C in an aerobic atmosphere supplemented with carbon dioxide.
2. Examine plates after 18—24 h for growth, colony size and hemolytic reactions.
3. Expected Results

CLSI Organisms ATCC® Recovery
*Streptococcus pyogenes 19615 Growth, beta hemolysis
*Streptococcus pneumoniae 6305 Growth, alpha hemolysis
*Staphylococcus aureus 25923 Growth

*Escherichia coli 25922 Growth

*Recommended organism strain for User Quality Control.

B. BD BBL MacConkey Il Agar
1. Inoculate representative samples with dilutions of the cultures listed below.

a. Streak the plates for isolation using 18-24 h broth cultures diluted 10-1. For Proteus mirabilis, make two additional ten-fold
dilutions prior to streaking.

b. Incubate plates at 35 + 2 °C in an aerobic atmosphere.

c. Include BD BBL Trypticase Soy Agar with 5% Sheep Blood plates as nonselective controls for all organisms.
2. Examine plates after 18—24 h for amount of growth, colony size, pigmentation and selectivity.
3. Expected Results

CLSI Organisms ATCC Recovery Colony Color
*Escherichia coli 25922 Growth Pink

*Proteus mirabilis 12453 Growth, inhibition of swarming (partial) Colorless
*Salmonella enterica subsp. 14028 Growth Colorless
enterica serotype Typhimurium

*Enterococcus faecalis 29212 Inhibition (partial)

Additional Organism

Pseudomonas aeruginosa 10145 Growth Pink to green
Shigella dysenteriae 9361 Growth Colorless to pink

*Recommended organism strain for User Quality Control.

1l ADDITIONAL QUALITY CONTROL
1. Examine plates as described under “Product Deterioration.”
2. Visually examine representative plates to assure that any existing physical defects will not interfere with use.

3. Determine the pH potentiometrically at room temperature for adherence to the specification of 7.3 + 0.2 (TSAll)and 7.1 £ 0.2
(BD BBL MacConkey Il Agar).

4. Note the firmness of plates during the inoculation procedure.
5. Incubate uninoculated representative plates aerobically at 35 + 2 °C for 72 h and examine for microbial contamination.
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PRODUCT INFORMATION

INTENDED USE

BD BBL Trypticase Soy Agar with 5% Sheep Blood is used for cultivating fastidious microorganisms and for the visualization of
hemolytic reactions produced by many bacterial species.

BD BBL MacConkey Il Agar is a selective and differential medium for the detection of coliform organisms and enteric pathogens.

SUMMARY AND EXPLANATION

A. BD BBL Trypticase Soy Agar with 5% Sheep Blood
The nutritional composition of BD Trypticase Soy Agar has made it a popular medium, both unsupplemented and as a base for
media containing blood. BD BBL Trypticase Soy Agar with 5% Sheep Blood is extensively used for the recovery and cultivation of
fastidious microbial species and for the determination of hemolytic reactions which are important differentiating characteristics for
bacteria, especially Streptococcus species.

B. BD BBL MacConkey Il Agar
At the present time, many culture media are available to the laboratorian for the isolation, cultivation and identification of enteric
bacteria. One of the earliest of these was developed by MacConkey and first described as a brief published note.! The landmark
paper on MacConkey Agar was published in 1905 and contained detailed descriptions of the medium and the bacterial growth
patterns obtained.2 This formulation was devised in the knowledge that bile salts are precipitated by acids and certain enteric
microorganisms ferment lactose whereas others do not possess this ability.
Since the publication of the early papers, the BD BBL MacConkey Agar formula has been modified many times. A compilation of
culture media published in 1930 lists ten modifications which were published up to that time.3 More recent modifications include use
of additives (e.g., kanamycin) and the deletion of certain ingredients (e.g., crystal violet, and neutral red).4
BD BBL MacConkey Agar is recommended for use with clinical specimens likely to contain mixed microbial flora, such as urine,
respiratory and wound, because it allows a preliminary grouping of enteric and other gram-negative bacteria.5® It is also utilized in
the microbiological examination of foods.”
The BD BBL MacConkey Il Agar formulation was made available in 1983. It was specially designed to improve the inhibition of
swarming Proteus species, to achieve more definitive differentiation of lactose fermenters and nonfermenters, and for the promotion
of superior growth of enteric pathogens.

PRINCIPLES OF THE PROCEDURE

A. BD BBL Trypticase Soy Agar with 5% Sheep Blood
The combination of casein and soy peptones in the BD Trypticase Soy Agar base render the medium highly nutritious by supplying
organic nitrogen, particularly amino acids and larger-chained peptides. The sodium chloride maintains osmotic equilibrium.
Defibrinated sheep blood is the most widely used blood for enriching agar base media.8 Hemolytic reactions of streptococci are
proper and growth of Haemophilus haemolyticus, a nonpathogen whose hemolytic colonies are indistinguishable from those of
beta-hemolytic streptococci, is inhibited.
BD BBL Trypticase Soy Agar with 5% Sheep Blood (TSA Il) provides excellent growth and beta hemolysis by Streptococcus
pyogenes (Lancefield group A) and also provides excellent growth and appropriate hemolytic reactions with other fastidious
organisms. It is suitable for use with low concentration (0.04 unit) bacitracin discs (BD Taxo™ A) for presumptive identification of
group A streptococci (S. pyogenes).

B. BD BBL MacConkey Il Agar
BD BBL MacConkey Il Agar is a selective and differential medium. It is only slightly selective since the concentration of bile salts,
which inhibits gram-positive microorganisms, is low in comparison with other enteric plating media. Crystal violet also is included in
the medium to inhibit the growth of gram-positive bacteria, especially enterococci and staphylococci.
Differentiation of enteric microorganisms is achieved by the combination of lactose and the neutral red indicator. Colorless or pink to
red colonies are produced depending upon the ability of the isolate to ferment the carbohydrate.

REAGENTS
BD BBL Trypticase Soy Agar with 5% Sheep Blood (TSAll)
Approximate Formula* Per Liter Purified Water

Casein DIgest........ooiiiiiiiiiieiee e 1459 A s 140 g
Papaic Digest of Soybean Meal ............cccccciiiiiiiiiinnnnnn. 509 Growth FaCLOrs ........eiiiiiiii i 15 g
Sodium ChIoride........cocuiiiiiiieie e 50g9 Defibrinated Sheep Blood...........cccooviiiiiiiiiiiiiiicieis 5%

*Adjusted and/or supplemented as required to meet performance criteria.

BD BBL MacConkey Il Agar
Approximate Formula* Per Liter Purified Water

Pancreatic Digest of Gelatin..... .17.0g Sodium ChIOrde ......coveiiiiiiiecieeee e 50 g
Pancreatic Digest of Casein........ ...15g Neutral Red........cooiiiiiiiiiiei e 0.03 g
Peptic Digest of Animal Tissue.... ...15g Crystal VIolet ..o 0.001g
LactoSe.....ocuveeiiiieeiiie e ..10.0g AAGAT e 135 ¢

Bile Sals ....cceiiiieie e 15¢9
*Adjusted and/or supplemented as required to meet performance criteria.

Warnings and Precautions: For in vitro Diagnostic Use.

If excessive moisture is observed, invert the bottom over an off-set lid and allow to air dry in order to prevent formation of a seal
between the top and bottom of the plate during incubation.

Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical specimens.
“Standard Precautions™®-12 and institutional guidelines should be followed in handling all items contaminated with blood and other body fluids.
After use, prepared plates, specimen containers, and other contaminated materials must be sterilized by autoclaving before discarding.
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Storage Instructions: On receipt, store plates in the dark at 2—8 °C. Avoid freezing and overheating. Do not open until ready to use.
Minimize exposure to light. Prepared plates stored in their original sleeve wrapping at 2—8 °C until just prior to use may be inoculated up to
the expiration date and incubated for recommended incubation times. Allow the medium to warm to room temperature before inoculation.
Product Deterioration: Do not use plates if they show evidence of microbial contamination, discoloration, drying, cracking, or other
signs of deterioration.

SPECIMEN COLLECTION AND HANDLING

A variety of swabs and containers have been devised for collecting specimens. Specimens should be obtained before antimicrobial
therapy has been administered. Provision must be made for prompt delivery to the laboratory. Several holding media or transport
systems, such as BBL specimen collection and transport products, have been devised to prolong the survival of microorganisms when a
significant delay is expected between collection and definitive culturing.

Refer to appropriate texts for details of specimen collection and handling procedures.'3.14

The laboratory must be furnished with sufficient clinical information to enable the microbiologist to select the most suitable media and
appropriate techniques.

PROCEDURE

Material Provided: BD BBL Trypticase Soy Agar with 5% Sheep Blood (TSA Il) and BD BBL MacConkey Il Agar (BD | Plate™)
Materials Required But Not Provided: Ancillary culture media, reagents, quality control organisms, and laboratory equipment as required.
Test Procedure: Observe aseptic techniques.

The agar surface should be smooth and moist, but without excessive moisture.

Streak the specimen as soon as possible after it is received in the laboratory. The streak plate is used primarily to isolate pure cultures
from specimens containing mixed flora. Alternatively, if material is being cultured directly from a swab, roll the swab over a small area of
the surface at the edge; then streak from this inoculated area.

Incubate plates, protected from light, at 35 + 2 °C for 18—24 h. With respiratory specimens, incubate in an aerobic atmosphere
supplemented with carbon dioxide. With other specimens, incubate aerobically without added CO,.

User Quality Control:

Each lot of media has been tested using appropriate quality control organisms and this testing meets product specifications and CLSI
standards, where relevant. As always, QC testing should be performed in accordance with applicable local, state, federal or country
regulations, accreditation requirements, and/or your laboratory's standard quality control procedures.

RESULTS

After incubation most plates will show an area of confluent growth. Because the streaking procedure is, in effect, a “dilution” technique,
diminishing numbers of microorganisms are deposited on the streaked areas. Consequently, one or more of these areas should exhibit
isolated colonies of the organisms contained in the specimen. Further, growth of each organism may be semi-quantitatively scored on
the basis of growth in each of the streaked areas.

Typical results on BD BBL Trypticase Soy Agar with 5% Sheep Blood (TSA Il) are as follows:

1. Hemolytic streptococci may appear as translucent or opaque, grayish, small (1 mm), or large matte and mucoid (2—4 mm) colonies,
encircled by a zone of hemolysis. Gram stains should be made and examined to check the macroscopic findings. (Other organisms
which may cause hemolysis include Listeria, various corynebacteria, hemolytic staphylococci, Escherichia coli and Pseudomonas.)

In reporting, approximate quantitation of the number of colonies of hemolytic streptococci may be helpful to the clinician.

2. Pneumococci usually appear as very flat, smooth, translucent, grayish and sometimes mucoid colonies surrounded by a narrow
zone of “green” (alpha) hemolysis.

3. Staphylococci appear as opaque, white to gold-yellow colonies with or without zones of beta hemolysis.

4. Listeria. Small zones of beta hemolysis are produced. They may be distinguished by their rod shape in stains, and by motility at
room temperature.

5. Other organisms representing minimal flora and clinically significant isolates can also be expected to grow on this
nonselective formulation.

Typical colonial morphology on BD BBL MacConkey Agar is as follows:

.. Pink to rose-red (may be surrounded by a zone of precipitated bile)

Mucoid, pink
Proteus..........ccccccvveeveeiieiiiieiieene, Colorless, swarming in areas of isolated colonies is inhibited
Salmonella..............cccccoevceeicnnnns Colorless
Shigella.............cccooiiiiiiiiinnnnn. Colorless
Pseudomonas ...........cccccocceeenenen. Irregular, colorless to pink
Gram-positive bacteria ................. No growth to slight growth

LIMITATIONS OF THE PROCEDURE

It has been reported that some Enterobacteriaceae and Pseudomonas aeruginosa are inhibited on BD BBL MacConkey Agar when
incubated in a CO,-enriched atmosphere.’5

Not all strains of E. coli ferment lactose.

Some diagnostic tests may be performed with the primary plate. However, a pure culture is recommended for biochemical tests and
other identification procedures. Consult appropriate texts for detailed information and recommended procedures.516-19

A single medium is rarely adequate for detecting all organisms of potential significance in a specimen. It should be recognized that organisms
generally susceptible to the antimicrobial agent in a selective medium may be completely or only partially inhibited depending upon the
concentration of the agent, the characteristics of the microbial strain and the number of organisms in the inoculum. Organisms that are
generally resistant to the antimicrobial agent should not be inhibited. Cultures of specimens grown on selective media should, therefore, be
compared with specimens cultured on nonselective media to obtain additional information and help ensure recovery of potential pathogens.
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PERFORMANCE CHARACTERISTICS
BD BBL Trypticase Soy Agar with 5% Sheep Blood

BD BBL Trypticase Soy Agar with 5% Sheep Blood was used as a control in a study using broth-enhanced culture (Todd Hewitt) and
Optical Immunoassay method for the diagnosis of B-hemolytic streptococcal infection. Five hundred two (502) specimens were tested.
TSA with 5% Sheep Blood had a sensitivity and specificity of 92.5% and 99.4%, respectively.20 Nguyen et al. used BD BBL Trypticase
Soy Agar with 5% Sheep Blood as the “gold standard” for the detection of group B Streptococcus from the lower genital tract of
pregnant women.2 In another study, Rossmann et al. successfully reisolated Lautropia mirabilis on BD BBL Trypticase Soy Agar

with 5% Sheep Blood from the oral cavities of human immunodeficiency virus infected children.22 Of the 85 children evaluated in this
study, 35 (41.4%) were positive for L. mirabilis. |senberg et al. used BD BBL Trypticase Soy Agar with 5% Sheep Blood as a control to
evaluate the recovery of Enterococcus from a selective medium under study.23 Two hundred fifty (250) group D streptococcal strains
isolated from clinical material and 8 strains obtained from the National Communicable Disease Center (Atlanta, Ga.) were used.

BD BBL MacConkey Il Agar

Prior to release, all lots of BD BBL MacConkey Il Agar are tested for performance characteristics. Representative samples of the lot are
streakinoculated with the following cultures: Escherichia coli (ATCC 25922), Proteus mirabilis (ATCC 12453), Pseudomonas aeruginosa
(ATCC 10145), Salmonella Typhimurium (ATCC 14028), Shigella dysenteriae (ATCC 9361) and Enterococcus faecalis (ATCC 29212).
The inoculum for E. faecalis is diluted to yield 104—105 colony-forming units (CFU) per plate; the inocula for all other organisms is
diluted to yield 103-104 CFU/plate. After inoculation, the plates are incubated at 35 + 2 °C in an aerobic atmosphere. After 18—-24 h
incubation, colonies of E. coli are rose-red and may be surrounded by precipitated bile; P. mirabilis exhibits fair to heavy growth of
colorless colonies and swarming of the colonies is inhibited; P. aeruginosa shows areas of confluent growth which may exhibit green

to yellow-green pigmentation while individual colonies show pink to green pigmentation; Salmonella Typhimurium gives fair to heavy
growth of colorless colonies; S. dysenteriae shows growth of colorless to pink colonies; E. faecalis is completely to partially inhibited
(fair growth) and the colonies may be pink in color.

AVAILABILITY

Cat. No. Description

221290 BD BBL™ Trypticase™ Soy Agar with 5% Sheep Blood (TSA Il) and BD BBL™ MacConkey Agar - BD | Plate™,
Pkg. of 20 plates

221291 BD BBL™ Trypticase™ Soy Agar with 5% Sheep Blood (TSA Il) and BD BBL™ MacConkey Agar - BD | Plate™,
Ctn. of 100 plates
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Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or bd.com.
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Change History

Revision Change Summary

(14) 2020-03 In REAGENTS section, removed “Pancreatic Digest of Casein” and replaced with “Casein Digest”,
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Manufacturer / Mpoussoauten / Vyrobce / Fabrikant / Hersteller / KataokeuaoTng / Fabricante / Tootja / Fabricant / Proizvodac / Gyarté / Fabbricante / Atkapytubt / Az=d A
Gamintojas / Razotajs / Tilvirker / Producent / Producétor / Mpoussoautens / Vyrobca / Proizvodac / Tillverkare / Uretici / Bupo6Huk / 4£ 7]

Use by / ManonasamTe o / Spotiebujte do / Brug fer / Verwendbar bis / Xprjon éwg / Usar antes de / Kasutada enne / Date de péremption / A}-& 7] g+ / Upotrijebiti do /
Felhasznalhatésag datuma / Usare entro / fenin nanganaxyra / Naudokite iki / Izlietot ITdz / Houdbaar tot / Brukes for / Stosowa¢ do / Prazo de validade / A se utiliza pana la /
Wcnonbsosatb ao / Pouzite do / Upotrebiti do / Anvand fére / Son kullanma tarihi / Bukopuctatv golline / 4 2 1E H 1

YYYY-MM-DD / YYYY-MM (MM = end of month)

rrrr-mMmM-aa / rerr-Mm (MM = kpast Ha meceua)

RRRR-MM-DD / RRRR-MM (MM = konec mésice)

AAAA-MM-DD / AAAA-MM (MM = slutning af méned)

JJIJ-MM-TT / JJJJ-MM (MM = Monatsende)

EEEE-MM-HH / EEEE-MM (MM = TéAog Tou prjva)

AAAA-MM-DD / AAAA-MM (MM = fin del mes)

AAAA-KK-PP / AAAA-KK (KK = kuu I5pp)

AAAA-MM-JJ / AAAA-MM (MM = fin du mois)

GGGG-MM-DD / GGGG-MM (MM = kraj mjeseca)

EEEE-HH-NN / EEEE-HH (HH = hénap utols6 napja)

AAAA-MM-GG / AAAA-MM (MM = fine mese)

HAKIK-AA-KK / WHAOK-AA / (AA = aiifblH COHbI)

YYYY-MM-DD/YYYY-MM(MM = ¢)

MMMM-MM-DD / MMMM-MM (MM = ménesio pabaiga)

GGGG-MM-DD/GGGG-MM (MM = ménesa beigas)

JJJJ-MM-DD / JJJJ-MM (MM = einde maand)

AAAA-MM-DD / AAAA-MM (MM = slutten av maneden)

RRRR-MM-DD / RRRR-MM (MM = koniec miesigca)

AAAA-MM-DD / AAAA-MM (MM = fim do més)

AAAA-LL-ZZ | AAAA-LL (LL = sfarsitul lunii)

rrrr-MM-ga / rrrr-MM (MM = koHew mecsiua)

RRRR-MM-DD / RRRR-MM (MM = koniec mesiaca)

GGGG-MM-DD / GGGG-MM (MM = kraj meseca)

AAAA-MM-DD / AAAA-MM (MM = slutet av manaden)

YYYY-AA-GG / YYYY-AA (AA = ayin sonu)

PPPP-MM-A[ / PPPP-MM (MM = kiHeLb micsus)

YYYY-MM-DD / YYYY-MM (MM = H &)

Catalog number / KatanoxeH Homep / Katalogové &islo / Katalognummer / ApiBu6g kataAdyou / Nimero de catélogo / Katalooginumber / Numéro catalogue / Kataloski broj /
Katalogusszam / Numero di catalogo / Katanor Hemipi / 7H& & 71 ¥ % / Katalogo / numeris / Kataloga numurs / Catalogus nummer / Numer katalogowy / Numér de catalog /
Howmep no karanory / Katalégoveé Cislo / Kataloski broj / Katalog numarasi / Homep 3a katanorom / H %5

Authorized Representative in the European Community / OtopuaupaHn npeactasuten B EBponelickata obwwHocT / Autorizovany zastupce pro Evropském spolecenstvi /
Autoriseret repreesentant i De Europaeiske Fzellesskaber / Autorisierter Vertreter in der Europaischen Gemeinschaft / E§ouagiodotnuévog avtimpéowiog oTnv Eupwtraikn
Koivétnta / Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Néukogus / Représentant autorisé pour la Communauté européenne

/ Autorizuirani predstavnik u Europskoj uniji / Meghatalmazott képvisel6 az Eurépai Kézosségben / Rappresentante autorizzato nella Comunita Europea / EBpona
KaybIMAacTbIFbIHAaFb! yokineTTi ekin /55 &5 A 2] $]9) dl3f / |galiotasis atstovas Europos Bendrijoje / Pilnvarotais parstavis Eiropas Kopiena / Bevoegde vertegenwoordiger
in de Europese Gemeenschap / Autorisert representant i EU / Autoryzowane przedstawicielstwo we Wspoélnocie Europejskiej / Representante autorizado na Comunidade
Europeia / Reprezentantul autorizat pentru Comunitatea Europeana / YnonHomoueHHsblIi npefcTtaBuTens B EBponeiickom coobluectse / Autorizovany zastupca v Eurépskom
spolocenstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnoBHoBaxeHuit
npeacTaBHuK y kpaiHax €C / WM 3k A A AU &

In Vitro Diagnostic Medical Device / MeauunHcku ypea 3a avarHocTuka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk anordning
/ Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikr 1aTpikfy cuokeur] / Dispositivo médico para diagnoéstico in vitro / In vitro diagnostika meditsiiniaparatuur / Dispositif
médical de diagnostic in vitro / Medicinska pomagala za In Vitro Dijagnostiku / In vitro diagnosztikai orvosi eszkdz / Dispositivo medicale per diagnostica in vitro / >KacaHab!
Xafaanaa KypriseTiH MeavumMHanbik guarHoctuka acnabbi / In Vitro Diagnostic ©] & 7]7] / In vitro diagnostikos prietaisas / Medicinas ierices, ko lieto in vitro diagnostika /
Medisch hulpmiddel voor in-vitro diagnostiek / In vitro diagnostisk medisinsk utstyr / Urzadzenie medyczne do diagnostyki in vitro / Dispositivo médico para diagnéstico in vitro
/ Dispozitiv medical pentru diagnostic in vitro / MeauumuHckuii npu6op ans anarHoctuky in vitro / Medicinska pomdcka na diagnostiku in vitro / Medicinski uredaj za in vitro
dijagnostiku / Medicinteknisk produkt fér in vitro-diagnostik / in Vitro Diyagnostik Tibbi Cihaz / Megun4Huit npucTpiit Ans AiarHocTuky in vitro / RSMZ 97 15 %

Temperature limitation / TemnepatypHu orpaHnyexus / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaciag / Limitacion de
temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / Hdmérsékleti hatar / Limiti di temperatura / Temneparypatbl wekrtey /<%= #| 3+ /
Laikymo temperattra / Temperataras ierobezojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite de temperatura /
OrpaHuuenve Temnepartypsl / Ohranicenie teploty / Ograni¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexenHs Temnepatypu / i & R il

Batch Code (Lot) / Kon Ha naptupata / Kod (Cislo) $arze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikog maprtidag (raptida) / Codigo de lote (lote) / Partii kood / Numéro de
lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama kogb! / ¥l 2] ZL=(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer / Batch-kode (parti) /
Kod partii (seria) / Cédigo do lote / Cod de serie (Lot) / Kog naptuu (not) / Kéd série (arza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot) / Kog naprii / fit%5 ClE4it)

Contains sufficient for <n> tests / CbabpxaHueTo e goctatbyHo 3a <n> Tecta / Dostate¢né mnozstvi pro <n> testl / Indeholder tilstraekkeligt til <n> tests / Ausreichend fiir <n>
Tests / Mepiéxel emapkn moodTnTa yia <n> e&etdoelg / Contenido suficiente para <n> pruebas / Kiillaldane <n> testide jaoks / Contenu suffisant pour <n> tests / Sadrzaj za <n>
testova / <n> teszthez elegendé / Contenuto sufficiente per <n> test / <n> TecTTepi yLliH xeTkinikTi / <n> E| =~ E 7} S35 E3H4 / Pakankamas kiekis atlikti <n> testy / Satur
pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilo$¢ wystarczajaca do <n> testéw / Contetdo suficiente para

<n> testes / Continut suficient pentru <n> teste / [loctatouHo ans <n> TectoB(a) / Obsah vystaci na <n> testov / Sadrzaj dovoljan za <n> testova / Innehaller tillrackligt for <n>
analyser / <n> test icin yeterli malzeme igerir / Buctaunts ans ananisis: <n> / /L5317 <n> Yokl

Consult Instructions for Use / Hanpagete cnpaska B MHCTpyKUMnTe 3a ynotpeba / Prostudujte pokyny k pouZiti / Se brugsanvisningen / Gebrauchsanweisung beachten /
>upBouleureite TIg 08nyieg Xpriong / Consultar las instrucciones de uso / Lugeda kasutusjuhendit / Consulter la notice d’emploi / Koristi upute za upotrebu / Olvassa el a
hasznalati utasitast / Consultare le istruzioni per I'uso / Maiganany HyckaynbiFbiIMeH TaHbickin anbiipia / AH-& %] 3 33 / Skaitykite naudojimo instrukcijas / Skatit lietosanas
pamacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as instrugées de utilizagéo / Consultati instructiunile de
utilizare / Cm. pykoBofcTBO no akcnnyatauuu / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu / Se bruksanvisningen / Kullanim Talimatlari'na bagvurun / ius.
iHCTPYKUi 3 BUKOpPUCTaRHS / 1752 ) {# F 15

Do not reuse / He nsnonssaiite oTHoBo / NepouZzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emravaypnoipotoleite / No reutilizar / Mitte kasutada
korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Maiipanan6anpia / A1 A 4] / Tik vienkartiniam naudojimui / Nelietot atkartoti / Niet
opnieuw gebruiken / Kun til engangsbruk / Nie stosowa¢ powtérnie / N&o reutilize / Nu refolositi / He ncnons3sosats nostopHo / NepouZzivajte opakovane / Ne upotrebljavajte
ponovo / Far ej ateranvéndas / Tekrar kullanmayin / He BukopucToByBaTi nosTopHo / 11577 i 42 {1 ]

Serial number / CepueH Homep / Sériové Eislo / Serienummer / Seriennummer / Zeipiakdg apiBudg / N° de serie / Seerianumber / Numéro de série / Serijski broj / Sorozatszam
/ Numero di serie / Tontamanbik Hemipi / ¢l &1 ¥ 3. / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /NUmero de série / Numar de serie / CepuitHbiii Homep /
Seri numarasi / Homep cepii / J¥:515
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For IVD Performance evaluation only / Camo 3a oLeHka kayecTBoTo Ha pabota Ha IVD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur fiir IVD-
Leistungsbewertungszwecke / Mévo yia agioAdéynon amédoong IVD / Sélo para la evaluacién del rendimiento en diagnéstico in vitro / Ainult IVD seadme hindamiseks / Réservé
a I'évaluation des performances VD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizérélag in vitro diagnosztikahoz / Solo per valutazione delle prestazioni IVD /
XKacaHgbl xafaaiina «npobupka iliHge» AnarHocTukaga Tek xymbicTsl 6aranay ywid / IVD 415 3 71l o8l A 5+ AL-§- / Tik IVD prietaisy veikimo charakteristikoms tikrinti

/ Vienigi IVD darbibas novértéSanai /Uitsluitend voor doeltreffendheidsonderzoek / Kun for evaluering av [VD-ytelse / Tylko do oceny wydajnosci IVD / Uso exclusivo para
avaliacédo de IVD / Numai pentru evaluarea performantei IVD / Tonbko Anst OLEHKu kadyecTBa AuarHocTuky in vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka
u in vitro dijagnostici / Endast for utvardering av diagnostisk anvandning in vitro / Yalnizca IVD Performans degerlendirmesi igin / Tinbkv ans ouiHoBaHHsA SKOCTi AiarHOCTVKK in
vitro / {X R IVD P BE AL

For US: “For Investigational Use Only”

Lower limit of temperature / Jonex numuT Ha Temneparyparta / Dolni hranice teploty / Nedre temperaturgreense / Temperaturuntergrenze / Katwrepo 6plo Beppokpaaiag / Limite
inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / Najniza dozvoljena temperatura / Alsé hémérsékleti hatar / Limite inferiore di temperatura

| TemnepaTypaHbIH TomeHri pykcat weri / 313 <%= / Zemiausia laikymo temperatira / Temperatiras zemaka robeza /Laagste temperatuurlimiet / Nedre temperaturgrense

/ Dolna granica temperatury / Limite minimo de temperatura / Limitd minima de temperatura / HuwkHuin npegen Temnepatypsl / Spodna hranica teploty / Donja granica
temperature / Nedre temperaturgrans / Sicaklik alt siniri / MinimanbHa temnepatypa / i /% T R

Control / KontponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contréle / Controllo / Bakeinay / %1 £ / Kontrolé / Kontrole / Controle / Controlo / KoHTporibs / kontroll /
KonTponb / %} i

Positive control / MonoxuteneH koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / @¢Tikég pdptupag / Control positivo / Positiivne kontroll / Contréle positif /
Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / O 6aksinay / %/ 71 =& / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola dodatnia / Controlo
positivo / Control pozitiv / MonoxuTenbHbIn KOHTporb / Pozitif kontrol / MoanTneruii koHTpons / BH 4t i 71

Negative control / OTpuuatenen koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég pdptupag / Control negativo / Negatiivne kontroll / Controle
négatif / Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6akbinay / 4 %1% / Neigiama kontrolé / Negativa kontrole / Negatieve controle / Kontrola
ujemna / Controlo negativo / Control negativ / OTpuuatensHbiit koHTpons / Negatif kontrol / HeratusHmin kontpons / [ 14 % 8 1551

Method of sterilization: ethylene oxide / MeToa Ha cTepunusaums: etuneHos okeup / Zpusob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid / Sterilisationsmethode:
Ethylenoxid / MéBodog atroaTeipwong: aiBuhevogeidio / Método de esterilizacion: 6xido de etileno / Steriliseerimismeetod: etiileenoksiid / Méthode de stérilisation : oxyde
d'éthyléne / Metoda sterilizacije: etilen oksid / Sterilizalas modszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene / Ctepunusauus saici — sTuneH ToTbiFbl / 45 W5
o & &l & A}o] = / Sterilizavimo badas: etileno oksidas / Sterilizé$anas metode: etilenoksids / Gesteriliseerd met behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid

/ Metoda sterylizacji: tlenek etylu / Método de esterilizagao: éxido de etileno / Metoda de sterilizare: oxid de etilena / Metop ctepunusauum: atunexokeua / Metdda sterilizacie:
etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon yéntemi: etilen oksit / MeToa ctepunisauii: etuneHokeugom / K1 J7ik: A LFi

Method of sterilization: irradiation / MeToa Ha ctepunusauus: upaauauus / Zpasob sterilizace: zareni / Steriliseringsmetode: bestraling / Sterilisationsmethode: Bestrahlung / MéBodog
amooTeipwaong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation / Metoda sterilizacije: zracenje / Sterilizalas
modszere: besugarzas / Metodo di sterilizzazione: irradiazione / CTepunusaums spici — coyne Tycipy / 25 W1 WA}/ Sterilizavimo badas: radiacija / Sterilizé$anas metode:
apstaro$ana / Gesteriliseerd met behulp van bestraling / Steriliseringsmetode: bestraling / Metoda sterylizacji: napromienianie / Método de esterilizagéo: irradiagéo / Metoda de
sterilizare: iradiere / Metop crepunusauwmu: obnyyenne / Metoda sterilizacie: oZiarenie / Metoda sterilizacije: ozraéavanje / Steriliseringsmetod: stralning / Sterilizasyon yontemi:
irradyasyon / MeTon cTepunisauii: onpomiHeHHsM / K i J51%: 45

Biological Risks / Bronornynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / BioAoyikoi kivduvor / Riesgos bioldgicos / Bioloogilised riskid / Risques biologiques

/ Biolo$ki rizik / Biologiailag veszélyes / Rischio biologico / Buonorusnbik Toyekengep / 434 $]§) / Biologinis pavojus / Biologiskie riski / Biologisch risico / Biologisk risiko

| Zagrozenia biologiczne / Perigo biolégico / Riscuri biologice / Buonornyeckast onacHocTb / Biologické riziko / Biolo$ki rizici / Biologisk risk / Biyolojik Riskler / Bionoriuna
He6Geaneka / 445 Ay

Caution, consult accompanying documents / BHumaHue, HanpageTe cnpaska B npuapyxasaluute aokymeHTv / Pozor! Prostudujte si pfiloZzenou dokumentaci! / Forsigtig,

se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpoooxr}, cupBouleuTeite Ta cuvodeUTIKG éyypaga / Precaucion, consultar la documentacion adjunta /
Ettevaatust! Lugeda kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenje, koristi prate¢u dokumentaciju / Figyelem! Olvassa el a mellékelt
tajékoztatot / Attenzione: consultare la documentazione allegata / AGaiinaHpia, TUICTI KykaTTapMeH TaHbiCbiHbI3 / 5-2], 5455 A A 33 / Démesio, Zitrékite pridedamus
dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon / Nalezy zapoznaé sig z
dotaczonymi dokumentami / Cuidado, consulte a documentagéo fornecida / Atentie, consultati documentele insotitoare / BHumanue: cm. npunaraemyio JoKyMeHTaLwmio /
Vystraha, pozri sprievodné dokumenty / Paznja! Pogledajte priloZena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte verilen belgelere basvurun / YBara: avs.
CynyTHIO AOKYMeHTaLito / /L, 1 2 [ B i S .

Upper limit of temperature / FopeH numuT Ha Temnepartypara / Horni hranice teploty / @vre temperaturgreense / Temperaturobergrenze / Avitepo dpio Beppokpaaiag / Limite
superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite superiore di
temperatura / TemnepatypaHbiH, pykcat eTinreH xorapfbl weri / %3 £ 1= / Auk$iausia laikymo temperattra / Aug$éja temperatiras robeza / Hoogste temperatuurlimiet / @vre
temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limita maximéa de temperatura / BepxHuit npeaen Temnepatypsl / Horna hranica teploty /
Gornja granica temperature / Ovre temperaturgréns / Sicaklik Uist siniri / MakcumansHa Temneparypa / i i - i

Keep dry / MNasete cyxo / Skladujte v suchém prostiedi / Opbevares tert / Trocklagern / ®uAdgTe To oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec / Drzati na suhom
| Szaraz helyen tartandd / Tenere all'asciutto / Kyprak kyrinae ycra / 713 “J 8] #-%] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tert / Przechowywac w stanie
suchym / Manter seco / A se feri de umezeala / He gonyckate nonaganus snarv / Uchovavajte v suchu / Drzite na suvom mestu / Forvaras torrt / Kuru bir sekilde muhafaza edin
/ BeperTu Big Bonoru / i {45 T

Collection time / Bpeme Ha cb6upane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa cuMoyrig / Hora de recogida / Kogumisaeg / Heure de prélévement / Sati
prikupljanja / Mintavétel idépontja / Ora di raccolta / XuHay yakbiTel / 55 A X} / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid prevetaking / Godzina pobrania / Hora
de colheita / Ora colectérii / Bpems c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac 3a6opy / K4 i

Peel / O6enete / Otevfete zde / Abn / Abziehen / ArokoMAaoTe / Desprender / Koorida / Décoller / Otvoriti skini / Huzza le / Staccare / ¥cTiHri kabaTbiH anbin Tacta / H7]7] /
Plesti ¢ia / Atlimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / Otknewnts / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitn / #i

Perforation / Mepcopauus / Perforace / Perforering / Aiarpnon / Perforacion / Perforatsioon / Perforacija / Perforalés / Perforazione / Tecik tecy / %1% 41 / Perforacija /
Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / Mepdopauus / Perforacia / Perforasyon / Mepdopauist / % fL

Do not use if package damaged / He nsnonasBaiite, ako onakoBkarta e nospeneHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er beskadiget /

Inhal beschadigter Packungnicht verwenden / Mn xpnoipoTroigite ediv n ouokeuaaia €xel utrooTei {nuid. / No usar si el paquete esta dafiado / Mitte kasutada, kui pakend on
kahjustatud / Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je ostec¢eno pakiranje / Ne hasznalja, ha a csomagolas sériilt / Non usare se la confezione &
danneggiata / Erep naket 6y3binfaH 6onca, nangananba / 7 7] A 7} 734 7 9- A8 54 / Jei pakuoté paZeista, nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken
indien de verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywac, jesli opakowanie jest uszkodzone / N&o usar se a embalagem estiver danificada /
Anu se folosi daca pachetul este deteriorat / He ucnonb3osatb npu nospexaexunun ynakosku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje ostec¢eno /
Anvand ej om forpackningen ar skadad / Ambalaj hasar gérmiisse kullanmayin / He BUKOpMCTOBYBAaTM 3a MOLLKOMKEHOT ynakoskw / WISl SE fifsi, 152018 i

Keep away from heat / Ma3ete ot TonnuHa / Nevystavuijte pfiliSnému teplu / Ma ikke udseettes for varme / Vor Warme schiitzen / KpatroTe To gakpid amd tn 8gpudtnra /
Mantener alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtsl / Tenere lontano dal calore / Cankbi
xepae cakta / &5 3|8 oF g/ Laikyti atokiau nuo Silumos $altiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for varme / Przechowywac z dala od
zrédet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far ej utsattas fér varme / Isidan uzak
tutun / Bepertv Big Al Tenna / iz £

Cut / Cpexere / Odstfihnéte / Klip / Schneiden / Kowre / Cortar / Loigata / Découper / ReZi / Vagja ki / Tagliare / Kecinia / 2-2}] 7] / Kirpti / Nogriezt / Knippen / Kutt / Odcig¢ /
Cortar / Decupatj / Otpesats / Odstrihnite / Iseci / Klipp / Kesme / Pospisatu / 8§

Collection date / [lata Ha cbbupare / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepopnvia ouAoyrig / Fecha de recogida / Kogumiskuupéev / Date de prélevement
/ Dani prikupljanja / Mintavétel datuma / Data di raccolta / >XuHaraH Tis6ekyHi / = 2 / Paémimo data / Savak3anas datums / Verzameldatum / Dato prgvetaking / Data
pobrania / Data de colheita / Data colectrii / lata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / Jata 3a6opy / %4 H #

pl/test / pL/tect / pL/Test / pL/egéraon / ul/prueba / pL/teszt / ul/€l 2~ / mknitect / pLityrimas / pL/parbaude / ulL/teste / mkn/anania / 1L/l

Keep away from light / Masete ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatfioTe 10 pakpid atmé 1o gwg / Mantener alejado de la luz /
Hoida eemal valgusest / Conserver & I'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHfbinanfaH xepae ycra / 42 3] afjof &} /
Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywac z dala od zrédet $wiatta / Manter ao abrigo da
luz / Feriti de lumina / XpaHuTe 8 TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas for ljus / Isiktan uzak tutun / Bepertv Big aii csitna / it
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Hydrogen gas generated / O6pa3yBaH e Bogopog, ra3 / Moznost tniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou udpoydvou

/ Produccion de gas de hidrégeno / Vesinikgaasi tekitatud / Produit de I'hydrogene gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione di gas idrogeno /
Tastekrec cyTeri nanga Gongsl / =4 712~ A4 4 / I3skiria vandenilio dujas / Rodas tdenradis / Waterstofgas gegenereerd / Hydrogengass generert / Powoduje powstawanie
wodoru / Produgédo de gas de hidrogénio / Generare gaz de hidrogen / Beiaenernue sBogopoaa / Vyrobené pouzitim vodika / Oslobada se vodonik / Genererad vatgas / Agiga
cikan hidrojen gazi / Peakuisi 3 BUAINeHHsIM BoaHIO / 237 A

Patient ID number / U] Homep Ha nauueHTa / ID pacienta / Patientens ID-nummer / Patienten-ID / ApiBué6g avayvwpiong acBevoug / Nimero de ID del paciente / Patsiendi ID

/ No d'identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauneHTTiH uaeHTUdmMKaumsnbik Hemipi / 341 ID ¥ % / Paciento
identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Numero da ID do doente / Numar ID pacient /
WneHTudrkaumoHHbIn Homep nauvexTa / Identifikacné Cislo pacienta / 1D broj pacijenta / Patientnummer / Hasta kimlik numarasi / |geHtudikatop nauienta / &4 brifl s

Fragile, Handle with Care / Yynnueo, Pa6oTeTe ¢ HeobxoamumoTo BHUMaHue. / Kiehké. Pii manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich, vorsichtig
handhaben. / E0BpauaTo. XeIpioTeiTe To e Tpocoxn. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution. / Lomljivo, rukujte
pazljivo. / Térékeny! Ovatosan kezelendd. / Fragile, maneggiare con cura. / CeiHfbil, abaiinan naitaananbinsia. / =41 7121 7] $1-& 212 / Trapu, elkités atsargiai. / Trausls;
rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawarto$¢, przenosic¢ ostroznie. / Fragil, Manuseie com Cuidado. / Fragil,
manipulati cu atentie. / Xpynkoe! O6patiatbes ¢ octopoxkHocTbo. / Krehké, vyZzaduje sa opatrna manipulacia. / Lomljivo - rukujte pazljivo. / Brackligt. Hantera forsiktigt. / Kolay
Kirilir, Dikkatli Taslyin. / TenaitHa, 3Beptatuca 3 obepexHicTio / Hhfit, /N 4RI

This only applies to US: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / S’applique uniquement aux Etats-Unis: “Caution:
Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / Vale solo per gli Stati Uniti: “Caution: Federal Law restricts this device to sale by or on

the order of a licensed practitioner.” / Gilt nur fiir die USA: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / Sélo se aplica a los
EE.UU.: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.”

M Becton, Dickinson and Company Benex Limited
7 Loveton Circle Pottery Road, Dun Laoghaire
Sparks, Maryland 21152 USA Co. Dublin, Ireland

ATCC® is a trademark of American Type Culture Collection.
BD, the BD Logo, BBL, | Plate, Taxo, and Trypticase are trademarks of Becton, Dickinson and Company or its affiliates. © 2020 BD.
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