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INTENDED USE

The BD BACTEC™ Plus Anaerobic/F medium is used in a qualitative procedure for the anaerobic culture and recovery of
microorganisms (bacteria) from blood. The principal use of this medium is with the BD BACTEC fluorescent series instruments.

SUMMARY AND EXPLANATION

The sample to be tested is inoculated into one or more vials which are inserted into the BD BACTEC fluorescent series instrument
for incubation and periodic reading. Each vial contains a chemical sensor which can detect increases in CO, produced by the
growth of microorganisms. The sensor is monitored by the instrument every ten minutes for an increase in its fluorescence, which
is proportional to the amount of CO, present. A positive reading indicates the presumptive presence of viable microorganisms in the
vial. Detection is limited to microorganisms that will grow in a particular type of medium.

Resins have been described for the treatment of blood specimens both prior to and after their inoculation into culture media. Resins
have been incorporated into BD BACTEC culture media to enhance recovery of organisms without a need for special processing.1-4

PRINCIPLES OF THE PROCEDURE

If microorganisms are present in the test sample inoculated into the BD BACTEC vial, CO, will be produced when the organisms
metabolize the substrates present in the vial. Increases in the fluorescence of the vial sensor caused by the higher amount of CO,
are monitored by the BD BACTEC fluorescent series instrument. Analysis of the rate and amount of CO, increase enables the

BD BACTEC fluorescent series instrument to determine if the vial is positive, i.e., that the test sample contains viable organisms.

REAGENTS
The BD BACTEC culture vials contain the following reactive ingredients prior to processing:
List of Ingredients BD BACTEC™ Plus Anaerobic/F (442022)
Processed Water 30 mL
wiv
Soybean-Casein Digest Broth 3.0%
Yeast Extract 0.4%
Animal Tissue Digest 0.05%
Amino Acids 0.25%
Sugar 0.25%
Sodium Citrate 0.02%
Sodium Polyanetholsulfonate (SPS) 0.05%
Vitamins 0.0006%
Antioxidants/Reductants 0.16%
Nonionic Adsorbing Resin 13.4%
Cationic Exchange Resin 0.9%

Anaerobic media are pre-reduced and dispensed with CO, and N,. Composition may be adjusted to meet specific
performance requirements.

Warnings and Precautions:
The prepared culture vials are for in vitro diagnostic use.
This Product Contains Dry Natural Rubber.

Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. “Standard Precautions”58 and institutional guidelines should be followed in handling all items contaminated
with blood and other body fluids.

Prior to use, each vial should be examined for evidence of contamination such as cloudiness, bulging or depressed septum,
or leakage. DO NOT USE any vial showing evidence of contamination. A contaminated vial could contain positive pressure.
If a contaminated vial is used for direct draw, gas or contaminated culture media could be refluxed into the patient’s vein. Vial
contamination may not be readily apparent. If a direct draw procedure is used, monitor the process closely to avoid refluxing
materials into the patient.

Prior to use, the user should examine the vials for evidence of damage or deterioration. Vials displaying turbidity, contamination,
or discoloration (darkening) should not be used. On rare occasions, a vial may not be sealed sufficiently. The contents of the vials
may leak or spill, especially if the vial is inverted. If the vial has been inoculated, treat the leak or spill with caution, as pathogenic
organisms/agents may be present. Before discarding, sterilize all inoculated vials by autoclaving.

Positive culture vials for subculturing or staining, etc.: before sampling it is necessary to release gas which often builds up due to
microbial metabolism. Sampling should be performed in a biological safety cabinet if possible, and appropriate protective clothing,
including gloves and masks, should be worn. See Procedure section for more information on subculturing.



To minimize the potential of leakage during inoculation of specimen into culture vials, use syringes with permanently attached
needles or BD Luer-Lok™ tips.

Molecular tests performed on positive blood cultures will detect both viable and non-viable organisms commonly found in
culture media. Therefore, Molecular test results should be evaluated in conjunction with Gram Stain results in accordance with
standard-of-care practices as well as manufacturer’s instructions for use.

Storage Instructions

The BD BACTEC vials are ready for use as received and require no reconstitution or dilution. Store in a cool, dry place (2-25 °C),
out of direct light.

SPECIMEN COLLECTION

The specimen must be collected using sterile techniques to reduce the chance of contamination. Published studies have shown

that the recommended specimen volume is 8—10 mL.%.10 |t is recommended that the specimen be inoculated into the BD BACTEC
vials at bedside. A 10cc or 20cc syringe with a BD Luer-Lok brand tip is used to draw the sample, or a BD Vacutainer® Brand Needle
Holder and a BD Vacutainer Brand Blood Collection Set, BD Vacutainer Safety-Lok™ Blood Collection Set or other tubing “butterfly”
set may be used. If using a needle and tubing set (direct draw), carefully observe the direction of blood flow when starting sample
collection. The vacuum in the vial will usually exceed 10 mL, so the user should monitor the volume collected by means of the 5 mL
graduation marks on the vial label. Sample volumes as low as 3 mL can be used, however, recovery will not be as great as with
larger volumes. The inoculated BD BACTEC vial should be transported to the laboratory as quickly as possible.

PROCEDURE

Remove the flip-off cap from the BD BACTEC vial top and inspect the vial for cracks, contamination, excessive cloudiness,

and bulging or indented septum. DO NOT USE if any defect is noted. Before inoculating, swab the septum with alcohol (iodine

is not recommended). Aseptically inject or draw directly 8—10 mL of specimen per vial. If sample volumes of 3—7 mL are used,
recovery will not be as great as with larger volumes (see Limitations of the Procedure). Inoculated vials should be placed in the
BD BACTEC fluorescent series instrument as soon as possible for incubation and monitoring. If placement of an inoculated vial
into the instrument has been delayed and visible growth is apparent, it should not be tested in the BD BACTEC fluorescent series
instrument, but rather it should be subcultured, Gram-stained and treated as a presumptively positive bottle.

Vials entered into the instrument will be automatically tested every ten minutes for the duration of the testing protocol period.
Positive vials will be determined by the BD BACTEC fluorescent series instrument and identified as such (see the appropriate

BD BACTEC Fluorescent Series Instrument User’s Manual). The sensor inside the bottle will not appear visibly different in positive
and negative vials, however the BD BACTEC fluorescent series instrument can determine a difference in fluorescence.

If at the end of the testing period a negative vial appears visually positive (i.e., chocolatized blood, bulging septum, and/or lysed), it
should be subcultured and Gram-stained and treated as a presumptively positive vial.

Positive vials should be subcultured and Gram-stained. In a great majority of cases, organisms will be seen and a preliminary report
can be made to the physician. Subcultures to solid media and a preliminary direct antimicrobial susceptibility test may be prepared
from fluid in the BD BACTEC vials.

Subculturing: Prior to subculturing, put the vial in an upright position, and place an alcohol wipe over the septum. To release
pressure in the vial, use an appropriate venting unit (BD Cat. No. 249560 or equivalent). The needle should be removed after the
pressure is released and before sampling the vial for subculture. The insertion and withdrawal of the needle should be done in a
straight-line motion, avoiding any twisting motions.

QUALITY CONTROL

Quality control requirements must be performed in accordance with applicable local, state and/or federal regulations or accreditation
requirements and your laboratory’s standard Quality Control procedures. It is recommended that the user refer to pertinent CLSI
guidance and CLIA regulations for appropriate Quality Control practices.

DO NOT USE culture vials past their expiration date.
DO NOT USE culture vials that exhibit any cracks or defects; discard the vial in the appropriate manner.

Quality Control Certificates are provided with each carton of media. Quality Control Certificates list test organisms, including ATCC®
cultures specified in the CLSI Standard M22, Quality Control for Commercially Prepared Microbiological Culture Media. The range of
time-to-detection in hours was < 72 hours for each of the organisms listed on the Quality Control Certificate for this medium:

Anaerobic Medium Organisms

« Clostridium histolyticum ATCC 19401
« Clostridium perfringens ATCC 13124
« Streptococcus pneumoniae ATCC 6305

« Bacteroides fragilis* ATCC 25285
« Escherichia coli ATCC 25922
* Bacteroides vulgatus ATCC 8482

« Staphylococcus aureus ATCC 25923

*CLSI-recommended strain

For information on Quality Control for the BD BACTEC fluorescent series instrument, refer to the appropriate BD BACTEC
Fluorescent Series Instrument User’s Manual.



RESULTS

A positive sample is determined by the BD BACTEC fluorescent series instrument and indicates the presumptive presence of viable
microorganisms in the vial.

LIMITATIONS OF THE PROCEDURE

Contamination

Care must be taken to prevent contamination of the sample during collection and inoculation into the BD BACTEC vial. A contaminated
sample will give a positive reading, but will not indicate a relevant clinical sample. Such a determination must be made by the user
based on such factors as type of organism recovered, occurrence of the same organism in multiple cultures, patient history, etc.

Recovery of SPS Sensitive Organisms From Blood Samples

Because blood can neutralize the toxicity of SPS toward organisms sensitive to SPS (such as Peptostreptococcus anaerobius), the
presence of maximum volumes of blood (i.e., up to 10 mL) can help to optimize recovery of these organisms. To enhance the growth
of SPS sensitive organisms when less than 8 mL of blood is inoculated, additional whole human blood may be added.

Nonviable Organisms

A Gram-stained smear from a culture medium may contain small numbers of nonviable organisms derived from media constituents,
staining reagents, immersion oil, glass slides, and specimens used for inoculation. In addition, the patient specimen may contain
organisms that will not grow in the culture medium or in media used for subculture. Such specimens should be subcultured to
special media as appropriate.

Antimicrobial Activity

Neutralization of the antimicrobial activity by resins varies depending upon dosage level and timing of specimen collection. The
use of supplementary additives should be considered in appropriate situations; as an example, the addition of penicillinase when
B-lactam therapy is being employed.

Recovery of Streptococcus pneumoniae

In aerobic media, S. pneumoniae will typically be visually and instrument positive, but in some cases no organism will be seen on Gram
stain or recovered on routine subculture. If an anaerobic vial was also inoculated, the organism can usually be recovered by performing
an aerobic subculture of the anaerobic vial, since this organism has been reported to grow well under anaerobic conditions. !

General Considerations

Optimum recovery of isolates will be achieved by adding 8—10 mL of blood.®-10 Use of lower or higher volumes may adversely
affect recovery and/or detection times of organisms such as Peptostreptococcus anaerobius, Finegoldia magna, and Peptoniphilus
asaccharolyticus. Blood may contain antimicrobials or other inhibitors which may slow or prevent the growth of microorganisms.
False negative readings may result when certain organisms are present which do not produce enough CO, to be detected by the
system or if significant growth has occurred before placing the vial into the system. False positivity may occur when the white blood
cell count is high. The default 5 day protocol was utilized for all analytical testing with this device and protocols longer than 5 days
have not been evaluated.

Due to the nature of biological materials in media products and inherent organism variability, the user should be cognizant of
potential variable results in the recovery of certain microorganisms.

EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS

Performance of the BD BACTEC Plus Anaerobic/F medium contained in glass vials has been established by a number of external
clinical studies.-4.12 Seeded laboratory studies performed by BD have shown equivalent performance of the BD BACTEC Plus
Anaerobic/F medium contained in plastic vials to the BD BACTEC Plus Anaerobic/F medium contained in glass vials.!3

A total of 528 paired sets at 10 to 100 CFU per vial were evaluated for recovery using a diverse set of microorganisms frequently
isolated in blood. Of the 528 paired sets, 442 sets recovered organisms in both the BD BACTEC Plus Anaerobic/F medium
contained in a plastic vial and the BD BACTEC Plus Anaerobic/F medium contained in a glass vial. The BD BACTEC Plus
Anaerobic/F medium contained in a plastic vial recovered organisms in fourteen instances where the BD BACTEC Plus Anaerobic/F
medium contained in a glass vial did not. There were 70 paired sets that were not detected in either the BD BACTEC Plus
Anaerobic/F medium contained in a glass or plastic vial. There were two instances where the BD BACTEC Plus Anaerobic/F
medium contained in a plastic vial did not detect the inoculated organisms that were detected by the BD BACTEC Plus Anaerobic/F
medium contained in a glass vial: one replicate of Bacteroides fragilis inoculated with 98 CFU and one replicate of Fusobacterium
nucleatum inoculated with 38 CFU. Bacteroides fragilis grew and detected in the new device 22 of 24 times at 98 CFU per vial

and Fusobacterium nucleatum grew and detected in the new device 21 of 22 times at 38 CFU per vial. Both the BD BACTEC

Plus Anaerobic/F medium contained in a plastic vial and the BD BACTEC Plus Anaerobic/F medium contained in a glass vial

did not recover 24 paired replicates of Finegoldia magna at 25 CFU/vial and Peptostreptococcus anaerobius at 61 and 39 CFU/

vial (12 replicates each), with all paired replicates demonstrating no growth upon terminal subculture. Additionally, both vial types
demonstrated variable performance with Peptoniphilus asaccharolyticus: the BD BACTEC Plus Anaerobic/F medium contained in

a plastic vial recovered 7 paired replicates, with the BD BACTEC Plus Anaerobic/F medium contained in a glass vial recovering

3 paired replicates and both vials not recovering 17 paired replicates. The median time to detection difference between the paired
sets was 4.62 minutes, in favor of the BD BACTEC Plus Anaerobic/F medium contained in a plastic vial.

There were two false negative results (i.e., end of protocol, instrument negative vials with a positive terminal subculture) observed
with the BD BACTEC Plus Anaerobic/F medium contained in a plastic vial: Peptoniphilus asaccharolyticus inoculated at 46 CFU and
Porphyromonas asaccharolytica (formerly Bacteroides melaninogenicus subsp. asaccharolyticus) inoculated at 0 CFU.



C. perfringens (MIC < 0.05 pg/mL) tested with meropenem at 0.05 pg/mL did not recover in the BD BACTEC Plus Anaerobic/F
medium in both glass and plastic vials. Bacteroides fragilis (MIC < 0.5 ug/mL), Enterococcus faecalis (MIC 4 pug/mL) and
Staphylococcus aureus (MIC 0.065 pug/mL) were able to grow and detect in the BD BACTEC Plus Anaerobic/F medium in both glass
and plastic vials with meropenem concentrations greater than their respective MICs, with one replicate of S. aureus not recovering
in the plastic vial.

The following organisms were evaluated in the analytical studies: Bacteroides fragilis, B. ovatus, B. thetaiotaomicron,

B. vulgatus, Clostridium histolyticum, C. novyi, C. perfringens, Enterococcus faecalis, E. faecium, Escherichia coli, Finegoldia
magna, Fusobacterium nucleatum, Klebsiella pneumoniae, Peptoniphilus asaccharolyticus, Peptostreptococcus anaerobius,
Porphyromonas asaccharolytica, Staphylococcus aureus, S. epidermidis, Streptococcus agalactiae, S. pneumoniae, S. pyogenes
and Veilonella parvula.

In microbial detection limit testing, a total of 312 paired sets at target inoculum levels of 0 to1 and 1 to 10 CFU per vial were
evaluated. This study was designed to assess the capability of the BD BACTEC blood culture media tested to detect one CFU,
when present. Of the 312 paired sets tested, 155 grew and detected in both devices and 76 did not detect in either. Twenty-eight
cultures grew and detected only in the BD BACTEC Plus Anaerobic/F medium contained in a glass vial. Fifty-three cultures grew
and detected only in BD BACTEC Plus Anaerobic/F medium contained in a plastic vial.

AVAILABILITY

Cat. No. Description
442022 BD BACTEC™ Plus Anaerobic/F Medium, Case of 50 plastic vials
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Change History

Revision Change Summary

(08) 2019-09 Converted printed instructions for use to electronic format and added
access information to obtain the document from BD.com/e-labeling.

In Warnings and Precautions section, added recommendation to perform
molecular testings on positive blood cultures according to standard-of-care
practices and manufacturer’s instructions for use.
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upotrebu / Olvassa el a hasznalati utasitast / Consultare le istruzioni per I'uso / MaiiganaHy HyckaymbiFbIMEH TaHbICkIN anbiHb3 / AH-8- A % 33 [ Skaitykite
naudojimo instrukcijas / Skatit lietoSanas paméacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as
instrucdes de utilizagdo / Consultati instructiunile de utilizare / Cm. pykoBoacTso no akcnnyartauuu / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlar’'na basvurun / [ue. iHCTpyKuUii 3 BUkopucTanHs / 152 [ fifi F 4 ]

Do not reuse / He usnonaeavite otHoBo / Nepouzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emavaypnoigotroieite / No reutilizar / Mitte
kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Naitnanax6aneia / A1 AF-8- 4] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowa¢ powtérnie / Nao reutilize / Nu refolositi / He ncnonb3sosatk nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéndas / Tekrar kullanmayin / He Bukopuctosysati nosTopHo / i %) fi 42 {ii ]

Serial number / CepueHn Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBudg / N° de serie / Seerianumber / Numéro de série / Serijski broj /
Sorozatszam / Numero di serie / Tontamanbik Hemipi / ¢ & W3 / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /Numero de série / Numar de
serie / CepuiiHbii Homep / Seri numarasi / Homep cepii / #3115
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For IVD Performance evaluation only / Camo 3a oueHka kayectBoTo Ha pabota Ha VD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon amédoong IVD / Sélo para la evaluacién del rendimiento en diagnéstico in vitro / Ainult IVD seadme
hindamiseks / Réservé a I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikdhoz / Solo per
valutazione delle prestazioni IVD / XXacaHab! afaaiaa «npobupka ilWwiHae» AuarHocTukaaa Tek XyMblcTel 6aranay ywin / IVD Al s 3 7}ell thaf 4wk AR / Tik IVD
prietaisy veikimo charakteristikoms tikrinti / Vienigi IVD darbibas novértéSanai /Uitsluitend voor doeltreffendheidsonderzoek / Kun for evaluering av IVD-ytelse /
Tylko do oceny wydajnosci IVD / Uso exclusivo para avaliagdo de IVD / Numai pentru evaluarea performantei IVD / Tonbko Anst OLEHKW KayecTBa ANarHoCTUKM 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 / Tinbku Ans ouiHoBaHHA SKOCTi giarHocTukw in vitro / {L R VD #ERELES

For US: “For Investigational Use Only”

Lower limit of temperature / Jonen numuT Ha Temnepartyparta / Dolni hranice teploty / Nedre temperaturgreense / Temperaturuntergrenze / Katwrepo 6pio
Beppokpaaiag / Limite inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / Najniza dozvoljena temperatura / Alsé hémérsékleti
hatar / Limite inferiore di temperatura / TemnepatypaHblH TemeHri pykcar weri / 313 &= / Zemiausia laikymo temperatdra / Temperattras zemaka robeza /
Laagste temperatuurlimiet / Nedre temperaturgrense / Dolna granica temperatury / Limite minimo de temperatura / Limitd minima de temperatura / HwxHuit npegen
Temnepartypsl / Spodna hranica teploty / Donja granica temperature / Nedre temperaturgréns / Sicaklik alt sinirt / MivimansHa Temnepartypa / i & TR

Control / KontponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contréle / Controllo / Baksinay / 71 E-% / Kontrolé / Kontrole / Controle / Controlo /
KoHTponb / kontroll / KoHTporb / X #E

Positive control / Monoxutenen koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©¢Tik6g pdptupag / Control positivo / Positiivne kontroll / Contréle
positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH Gakbinay / &3 %1 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxutensHbin koHTponb / Pozitif kontrol / MoauTtnsHui koHTponb / FH 4 X HE 5

Negative control / OtpuuareneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég péptupag / Control negativo / Negatiivne kontroll /
Contréle négatif / Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6akbinay / 24 71 E% / Neigiama kontrolé / Negativa kontrole / Negatieve
controle / Kontrola ujemna / Controlo negativo / Control negativ / OTpuuatenbHbil koHTpons / Negatif kontrol / HeratueHuii konTpons / B4 5 i1 741

Method of sterilization: ethylene oxide / MeTog Ha cTepunusauus: eTuneHoB okeug / Zpusob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid /
Sterilisationsmethode: Ethylenoxid / MéBodog atoaTeipwang: aiBuAevogeidio / Método de esterilizacion: oxido de etileno / Steriliseerimismeetod: etiileenoksiid

1 Méthode de stérilisation : oxyde d’éthylene / Metoda sterilizacije: etilen oksid / Sterilizalas médszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene /
Crepunusaums agici — aTuneH ToTbiFbl / 255 W o & 9l 8- Alo] = / Sterilizavimo bidas: etileno oksidas / Sterilizé$anas metode: etilenoksids / Gesteriliseerd met
behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid / Metoda sterylizacji: tlenek etylu / Método de esterilizagao: oxido de etileno / Metoda de sterilizare:
oxid de etilena / Metop ctepunusauum: atunexokens / Metdda sterilizacie: etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon
yontemi: etilen oksit / MeToa cTepunisauii: eTuneHokcumom / K J7ik: WA Lkt

Method of sterilization: irradiation / MeTop Ha ctepunusaums: npaguaums / Zpusob sterilizace: zafeni / Steriliseringsmetode: bestraling / Sterilisationsmethode:
Bestrahlung / MéBodog amooTeipwaong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation /
Metoda sterilizacije: zratenje / Sterilizalas modszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus sgici — cayne Tycipy / 25 43 WAL/
Sterilizavimo budas: radiacija / Sterilizé$anas metode: apstaro$ana / Gesteriliseerd met behulp van bestraling / Steriliseringsmetode: bestraling / Metoda sterylizacji:
napromienianie / Método de esterilizagéo: irradiagdo / Metoda de sterilizare: iradiere / Metog ctepunusauuu: obnydenue / Metoda sterilizacie: ozZiarenie / Metoda
sterilizacije: ozragavanje / Steriliseringsmetod: stralning / Sterilizasyon yéntemi: irradyasyon / Metoz ctepunisauii: onpomiHeHHsM / K& J7i%: fabt

Biological Risks / Buonoruynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / BioAoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid / Risques
biologiques / Bioloski rizik / Biologiailag veszélyes / Rischio biologico / Buonorusnsik Tayekenaep / A %814 913 / Biologinis pavojus / Biologiskie riski / Biologisch
risico / Biologisk risiko / Zagrozenia biologiczne / Perigo bioldgico / Riscuri biologice / Brionorndeckas onacHocTs / Biologickeé riziko / Bioloski rizici / Biologisk risk /
Biyolojik Riskler / Bionoriuna HeGeaneka / 44727 X &

Caution, consult accompanying documents / BHumaHue, HanpaseTe cnpaska B NpuapyxasaluuTe AokymeHTn / Pozor! Prostuduijte si pfilozenou dokumentaci!

|/ Forsigtig, se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpogoxr, cupBouleuTeite Ta ocuvodeuTIKA £yypaga / Precaucion, consultar la
documentacién adjunta / Ettevaatust! Lugeda kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenje, koristi prate¢u dokumentaciju

/ Figyelem! Olvassa el a mellékelt tajékoztatét / Attenzione: consultare la documentazione allegata / AGaiinaHpia, TUICTI KyKaTTapMeH TaHbICbiHbI3 / 5-2], 5455
A A 2 | Démesio, zidrékite pridedamus dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig,

se vedlagt dokumentasjon / Nalezy zapoznac si¢ z dotgczonymi dokumentami / Cuidado, consulte a documentagao fornecida / Atentie, consultati documentele
insotitoare / BHumaHue: cM. npunaraemyto gokymeHTauuio / Vystraha, pozri sprievodné dokumenty / Paznja! Pogledajte prilozena dokumenta / Obs! Se medféljande
dokumentation / Dikkat, birlikte verilen belgelere bagvurun / Ysara: avB. cynyTHio fokymeHTawito / /Ny, 1525 [ Bt 5 S0k

Upper limit of temperature / FopeH numuT Ha Temnepatypara / Horni hranice teploty / @vre temperaturgreense / Temperaturobergrenze / Aviwtepo 6plo Beppokpaaiag
/ Limite superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite
superiore di temperatura / TemneparypaHbiH pykcat eTinreH xorapfbl weri / %3 & 1= / Aukgiausia laikymo temperatdra / Aug$éja temperatiras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limitd maxima de temperatura / Bepxuuin npeaen
Temnepatypbl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa Temneparypa / i J¥ 1 [f

Keep dry / Masete cyxo / Skladujte v suchém prostiedi / Opbevares tert / Trocklagern / @uAdgte 1o oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec /
Drzati na suhom / Szaraz helyen tartand6 / Tenere all'asciutto / Kyprak kyninae ycra / 71 3] 4] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes
tert / Przechowywac w stanie suchym / Manter seco / A se feri de umezeala / He ponyckatb nonagaxus snarv / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertv sig Bonoru / i {45 T4

Collection time / Bpeme Ha cbbupaHe / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa guA\oyrig / Hora de recogida / Kogumisaeg / Heure de
prélévement / Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / YKunay yaksiTsl / =3 A7+ / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid
prevetaking / Godzina pobrania / Hora de colheita / Ora colectarii / Bpems c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac
3abopy / KA ]

Peel / O6enerte / Oteviete zde / Abn / Abziehen / ATrokoAAroTe / Desprender / Koorida / Décoller / Otvoriti skini / Hizza le / Staccare / ¥cTiHri kabaTbiH anbin TacTa /
w1 7] 7] | Plésti ¢ia / Atlimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / OtknenTs / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitu / #i

Perforation / Mepdopauus / Perforace / Perforering / Aiarpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / 2341 /
Perforacija / Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / Mepdopauust / Perforacia / Perforasyon / Mepdopauis / % 4L

Do not use if package damaged / He nsnonseaiite, ako onakoBkarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoipotroigite eciv n cuokeuaaia €xel utroaTei {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
sérilt / Non usare se la confezione & danneggiata / Erep nakeT 6yabinfaH 6onca, nanganaba / @ 7] 2| 7} =74 749- 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 / A nu se folosi daca pachetul este deteriorat / He ucnonb3sosatb npv nospexaeHun
ynakoBku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om férpackningen ar skadad / Ambalaj hasar gérmusse
kullanmayin / He BukopucTOBYBaTM 3a NOLLKOMKEHOT ynakoskm / U LAl B, 152048 1

Keep away from heat / Ma3ete ot TonnuHa / Nevystavujte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpartioTe 10 pakpid atmé 1
BeppéTnTa / Mantener alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere lontano
dal calore / CankpiH xepae cakta / -2 3] &lloF g / Laikyti atokiau nuo Silumos $Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for
varme / Przechowywac z dala od zrodet 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 sin aii Tenna / i it &5 FAJ5

Cut / Cpexerte / Odstfihnéte / Klip / Schneiden / Kéwre / Cortar / Léigata / Découper / Rezi / Vagija ki / Tagliare / Kecinia / -2} 7] / Kirpti / Nogriezt / Knippen / Kutt
/ Odcig¢ / Cortar / Decupati / Otpesats / Odstrihnite / Ise¢i / Klipp / Kesme / Poapizatu / 5§



Collection date / lata Ha cbbupaHe / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepopnvia ouAoyrig / Fecha de recogida / Kogumiskuupéev / Date
de prélévement / Dani prikupljanja / Mintavétel datuma / Data di raccolta / YXuHaraH Tis6ekyHi / 55 &%} / Paémimo data / Savaksanas datums / Verzameldatum /
Dato prevetaking / Data pobrania / Data de colheita / Data colectarii / lata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / lata
3a6opy / KA H

ul/test / uL/tect / uL/Test / uL/e&étaon / ul/prueba / uL/teszt / nL/€l 2~ = / mkn/tect / pLityrimas / pL/parbaude / pL/teste / mkn/anania / ML/ il

Keep away from light / Ma3ete ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatfioTe 10 pakpid atmoé 1o ewg / Mantener
alejado de la luz / Hoida eemal valgusest / Conserver a I'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHfbinanraH
xeppae ycra / 912 7] &) oF g/ Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Méa ikke utsettes for lys / Przechowywaé z
dala od zrédet $wiatta / Manter ao abrigo da luz / Feriti de lumina / XpanuTb B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas
for ljus / Isiktan uzak tutun / BeperTu Big Aii ceitna / i it 5 't 4k

Hydrogen gas generated / O6pasysaH e Bogopog ra3 / Moznost Uniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou
udpoydvou / Produccién de gas de hidrogeno / Vesinikgaasi tekitatud / Produit de I'hnydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione
di gas idrogeno / MaatekTec cyTeri nainga 6onael / <=4 7k~ A4 % / 18skiria vandenilio dujas / Rodas Gdenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de hidrogen / Beinenenue sogopoaa / Vyrobené pouzitim vodika /
Oslobada se vodonik / Genererad vatgas / Agiga gikan hidrojen gazi / Peakuis 3 BugineHHsamM BoaHo / 27244

Patient ID number / U] Homep Ha nauuenTa / ID pacienta / Patientens ID-nummer / Patienten-ID / ApiBudég avayvwpiong acBevols / Nimero de ID del paciente /
Patsiendi ID / No d’identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauveHTTiH naeHTUdUKaumnsnblk Hemipi /
g2} 1D W3 / Paciento identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Numero da
ID do doente / Numar ID pacient / oeHTndpukaumoHHbIn Homep naumenTa / Identifikacné Eislo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi /
IneHTudikaTop nauieHTa / & #FH FRil S

! Fragile, Handle with Care / Yynnueo, PaboteTte c HeobxoanmoTo BHUMaHue. / Kiehké. Pi manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich,
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vorsichtig handhaben. / EuBpaucTo. XeipioTeiTe To pe Tpocoyr. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution.
/ Lomljivo, rukujte paZljivo. / Térékeny! Ovatosan kezelendd. / Fragile, maneggiare con cura. / CbiHfbiw, abaitnan naiiaanambiHpis. / =41 714171 418 # 2] / Trapu,
elkités atsargiai. / Trausls; rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawartos$¢, przenosi¢ ostroznie. / Fragil,
Manuseie com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe! O6paLuartbcsi ¢ ocTopoxHocTbio. / Krehké, vyZaduje sa opatrna manipulacia. / Lomljivo - rukujte
pazljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli Tagiyin. / TengitHa, 3BepTatucs 3 obepexHictio / 5t /Ny

RX On|y 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.”

bd.com/e-labeling
KEY-CODE: 8090999

Europe, CH, GB, NO:  +800 135 79 135

International: +31 20 794 7071

AR +800 13579135 LT 880030728

AU +800 13579135 MT +3120 796 5693

BR 0800 591 1055 NZ +800 13579 135

CA +1855 8058539 RO 0800 895 084

CO +800 13579135 RU +800 13579135

EE 0800 0100567 SG 8001013366

GR 00800161220157799 SK 0800 606 287

HR 0800 804 804 TR 00800 142 064 866

IL  +800 13579135 US +18552360910

IS 8008996 UY +800 13579135

LI +3120796 5692 VN 12280297

“ L o Australian Sponsor:

Becton, Dickinson and Company [Ec [rRep| Benex Limited Becton Dickinson Pty Ltd
7 Loveton Circle Pottery Road, Dun Laoghaire 4 Research Park Drive
Sparks, MD 21152 USA Co. Dublin, Ireland

Macquarie University Research Park
North Ryde, NSW 2113

Australia

ATCC® is a trademark of American Type Culture Collection.

BD, the BD Logo, BACTEC, Luer-Lok, Safety-Lok, and Vacutainer® are trademarks of Becton, Dickinson and Company or its
affiliates. © 2019 BD. All rights reserved.
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