& BD BBL™ MGIT™
Mycobacteria Growth Indicator Tube, OADC Enrichment, PANTA™ Antibiotic Mixture
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INTENDED USE

The BD BBL™ MGIT™ Mycobacteria Growth Indicator Tube supplemented with BD BBL MGIT OADC enrichment and

BD BBL™ MGIT™ PANTA™ antibiotic mixture, when appropriate, is intended for the detection and recovery of mycobacteria.
Acceptable specimen types are digested and decontaminated clinical specimens (except urine) and sterile body fluids (except blood).

SUMMARY AND EXPLANATION

From 1985 to 1992, the number of MTB cases reported increased 18%. Tuberculosis still kills an estimated 3 million people a year
worldwide, making it the leading infectious disease cause of death.! Between 1981 and 1987, AIDS case surveillances indicated
that 5.5% of the patients with AIDS had disseminated nontuberculous mycobacterial infections, e.g., MAC. By 1990, the increased
cases of disseminated nontuberculous mycobacterial infections had resulted in a cumulative incidence of 7.6%.2 In addition to

the resurgence of MTB, multidrug-resistant MTB (MDR-TB) has become an increasing concern. Laboratory delays in the growth,
identification and reporting of these MDR-TB cases contributed at least in part to the spread of the disease.3

The U.S. Centers for Disease Control and Prevention (CDC) have recommended that every effort must be made by laboratories to
use the most rapid methods available for diagnostic mycobacteria testing. These recommendations include the use of both a liquid
and a solid medium for mycobacterial culture.3

The BD BBL MGIT Mycobacteria Growth Indicator Tube contains 4 mL of modified Middlebrook 7H9 Broth base.45 The complete
medium, with 0.5 mL OADC enrichment and 0.1 mL of BD BBL MGIT PANTA antibiotic mixture, is one of the most commonly used
liquid media for the cultivation of mycobacteria.

All types of clinical specimens, pulmonary as well as extra-pulmonary (except blood and urine), can be processed for primary
isolation in the MGIT tube using conventional methods.® The processed specimen is inoculated into a MGIT tube, incubated and
read daily from the second day of incubation using a longwave UV light. At the time of tube positivity, there are approximately
104-107 CFU/mL of mycobacteria present.

PRINCIPLES OF THE PROCEDURE

A fluorescent compound is embedded in silicone on the bottom of 16 x 100 mm round-bottom tubes. The fluorescent compound is
sensitive to the presence of oxygen dissolved in the broth. Initially, the large amount of dissolved oxygen quenches emissions from
the compound and little fluorescence can be detected. Later, actively respiring microorganisms consume the oxygen and allow the
fluorescence to be observed using a 365 nm UV transilluminator or longwave UV light (Wood’s lamp). Growth can also be detected
by the presence of a non-homogeneous turbidity or small grains or flakes in the culture medium.

The medium components are substances essential for the rapid growth of mycobacteria. Oleic acid is utilized by tubercle bacilli and
plays an important role in the metabolism of mycobacteria. Albumin acts as a protective agent by binding free fatty acids, which
may be toxic to Mycobacterium species, thereby enhancing their recovery. Dextrose is an energy source. Catalase destroys toxic
peroxides that may be present in the medium.

Contamination may be reduced by supplementing the combined BD BBL MGIT base and BD BBL MGIT OADC enrichment with the
BD BBL MGIT PANTA Antibiotic Mixture prior to inoculation with a clinical specimen.

REAGENTS

The BD BBL MGIT Mycobacteria Growth Indicator Tube contains: 110 yL of fluorescent indicator and 4 mL of broth. The indicator
contains Tris 4, 7-diphenyl-1,10-phenanthroline ruthenium chloride pentahydrate in a silicone rubber base. The tubes are flushed
with 10% CO, and capped with polypropylene caps.

Approximate Formula* Per L Purified Water
Modified Middlebrook 7H Broth BaSe............iiiuiiiiiiiiiiiiie et 59 ¢
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BD BBL MGIT OADC contains 15 mL Middlebrook OADC enrichment.
Approximate Formula* Per L Purified Water
Bovine albumin..........cccoooiiiiiiiiiiie 50.0 g Catalase........ocoeeveiiiiiiie e 0.03g
Dextrose 20.0 g Ol IC ACId ....eeiieeieieiie e 06 g
The BD BBL MGIT PANTA vial contains a lyophilized mixture of antimicrobial agents.
Approximate Formula* Per Vial Lyophilized BD BBL MGIT PANTA

PolymyxXin B........oooiiiiiicee e 6,000 units  Trimethoprim........cccooiiiiiiiii e 600 g
Amphotericin B.........ccooooiiiiiii 600 ug AZIOCHTIN...coii i 600 pg
Nalidixic acid .........cccoeviriiiiiiiiciiceeee 2,400 pg

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

Directions for Use: Reconstitute a lyophilized vial of BD BBL MGIT PANTA antibiotic mixture with 3 mL of sterile distilled or
deionized water.



Warnings and Precautions: For in vitro Diagnostic Use.

Pathogenic microorganisms including Hepatitis B Virus and Human Immunodeficiency Virus may be present in specimens.
“Universal Precautions”1.2 should be followed in handling all items contaminated with blood or other body fluids.

Working with Mycobacterium tuberculosis grown in culture requires Biosafety Level 3 practices, containment equipment and facilities.6
Prior to use, each MGIT tube should be examined for evidence of contamination or damage. Discard any tubes if they appear
unsuitable or exhibit fluorescence prior to use.

Dropped tubes should be examined carefully. If damage is seen, the tube should be discarded.

Wear UV protective glasses when observing fluorescence and use only longwave illumination (365 nm). DO NOT USE
SHORTWAVE UV LIGHT FOR READING TUBES.

Autoclave all inoculated MGIT tubes prior to disposal.

Storage of Reagents: BD BBL MGIT Mycobacteria Growth Indicator Tubes — On receipt, store at 2—25 °C (35-77 °F). DO NOT
FREEZE. Minimize exposure to light. Broth should appear clear and colorless. Do not use if turbid. MGIT tubes stored as labeled
prior to use may be inoculated up to the expiration date and incubated for up to eight weeks.

BD BBL MGIT OADC - On receipt, store in the dark at 2—-8 °C. Avoid freezing or overheating. Do not open until ready to use.
Minimize exposure to light.

BD BBL MGIT PANTA Antibiotic Mixture — On receipt, store lyophilized vials at 2—8 °C. Once reconstituted, the BD BBL MGIT PANTA
mixture may be used within 72 h, provided it is stored at 2—8 °C, or up to 6 months if stored at -20 °C or colder. Once thawed, the
BD BBL MGIT PANTA mixture must be used immediately. Discard unused portion.

SPECIMEN COLLECTION AND HANDLING

All specimens should be collected and transported as recommended by the CDC, the Clinical Microbiology Procedures Handbook or
your laboratory procedure manual.6.8

DIGESTION, DECONTAMINATION AND CONCENTRATION

Specimens from different body sites should be processed for inoculation of MGIT tubes as follows:

SPUTUM: Specimens should be processed using the NALC-NaOH method as recommended by the CDC’s Public Health
Mycobacteriology: A Guide for the Level Ill Laboratory.® Alternatively, use the BD BBL™ MycoPrep™ kit for processing mycobacterial
specimens (see “Availability”).

GASTRIC ASPIRATES: Specimens should be decontaminated as in sputum. If the volume of the specimen is more than 10 mL,
concentrate by centrifugation. Resuspend the sediment in about 5 mL of sterile water and then decontaminate. Add a small amount
of NALC powder (50—100 mg) if the specimen is thick or mucoid. After decontamination, concentrate again prior to inoculation into
MGIT tube.

BODY FLUIDS (CSF, synovial fluid, pleural fluid, etc.): Specimens which are collected aseptically and are expected to have no other
bacteria can be inoculated without decontamination. If the specimen volume is more than 10 mL, concentrate by centrifugation at
3,000 x g for 15 min. Pour off supernatant fluid. Inoculate MGIT tube with sediment. Specimens that are expected to contain other
bacteria must be decontaminated.

TISSUE: Tissue specimens should be processed as recommended by the CDC’s Public Health Mycobacteriology: A Guide for the
Level Il Laboratory.®

STOOL: Suspend 1 g of feces in 5 mL of Middlebrook Broth. Agitate the suspension on a vortex mixer for 5 sec. Proceed to the
NALC-NaOH procedure as recommended by the CDC’s Public Health Mycobacteriology: A Guide for the Level Il Laboratory.5

PROCEDURE

Materials Provided: BD BBL MGIT Mycobacteria Growth Indicator Tubes, 4 mL, package of 25 and 100 Tubes, or BD BBL MGIT

OADC, 6 vials, 15 mL, or BD BBL MGIT PANTA Antibiotic Mixture, 6 lyophilized vials (see “Availability”).

Materials Required But Not Provided: BD Falcon™ brand 50 mL centrifuge tubes, 4% sodium hydroxide, 2.9% sodium citrate

solution, N-acetyl-L-cysteine powder, phosphate buffer pH 6.8, vortex mixer, 37 °C incubator, 1 mL sterile pipettes, sterile transfer

pipettes, UV transilluminator (365 nm) or Wood'’s lamp with longwave bulb or blacklight, 0.4% sodium sulfite solution (procedure below),

BD BBL™ Middlebrook and Cohn 7H10 Agar, BD BBL MycoPrep, BD BBL™ Middlebrook 7H9 Broth (see “Availability”) or other

mycobacterial agar or egg-based medium, tissue homogenizer or sterile swab, BD BBL™ Normal Saline (see “Availability”), microscope

and materials for staining slides, pipettes 100 pL and 500 L, corresponding pipette tips, 5% sheep blood agar plate, Eye Guard

Spectacles (UVP #UVC-303, San Gabriel, CA) and tuberculocidal disinfectant.

Inoculation of MGIT Tubes:

1. Label the MGIT tube with specimen number.

2. Unscrew the cap and aseptically add 0.5 mL of BD BBL MGIT OADC.

3. Aseptically add 0.1 mL of reconstituted BD BBL MGIT PANTA antibiotic mixture. For best results, the addition of OADC
enrichment and BD BBL MGIT PANTA antibiotic mixture should be made just prior to specimen inoculation.

4. Add 0.5 mL of the concentrated specimen suspension prepared above. Also add a drop (0.1mL) of specimen to a 7H10 agar
plate or other mycobacterial solid agar or egg-based medium. NOTE: Specimen volumes greater than 0.5 mL can increase
contamination or otherwise adversely affect the performance of the tubes.

5. Tightly recap the tube and mix well.



6. Tubes should be incubated at 37 °C.

For specimens in which mycobacteria with different incubation requirements are suspected, a duplicate MGIT tube can be set
up and incubated at the appropriate temperature; e.g. 30 °C or 42 °C. Inoculate and incubate at the required temperature.

For specimens suspected of containing Mycobacterium haemophilum, a source of hemin must be introduced into the tube at the
time of inoculation and the tube incubated at 30 °C. Aseptically place one disc of BD BBL™ Taxo™ Differentiation Discs X into
each MGIT tube requiring the addition of hemin prior to inoculation of specimen (see “Availability”).

7. Read tubes daily starting on the second day of incubation following the procedure “Reading the Tubes” below.

Preparation of Interpretive Negative and Positive Control Tubes: Use of the Positive and Negative Control tubes is only for the

interpretation of fluorescence and is not intended as a control for the performance of the media.

Positive Control Tube:

1. Empty broth from an uninoculated MGIT tube.

2. Label tube as a Positive Control and record the date.

3. Prepare 0.4% sodium sulfite solution (0.4 g in 100 mL sterile distilled or deionized water). Discard unused portion.

4. Add 5 mL of sodium sulfite solution to the tube, replace the cap, tighten and allow the tube to stand for a minimum of 1 h at
room temperature before use.

5. Positive Control tubes can be used many times. Each Positive Control tube can be used for up to four weeks when stored at
room temperature.

Negative Control Tube: An unopened, uninoculated MGIT tube is used as a control.

Reading the Tubes:

1. APositive Control and a Negative Control are important for correctly interpreting results.

2. Remove tubes from the incubator. Place tubes on the UV light next to a Positive Control tube and an uninoculated tube
(Negative Control). It is recommended that one rack at a time of tubes (4 by 10 tubes) be placed on the UV light. NOTE: Wear
UV protective glasses when observing fluorescence. Normal room light is preferred. Avoid reading tubes in a sunlit room or in a
darkened room.

3. Visually locate MGIT tubes that show bright fluorescence. Fluorescence is detected as a bright orange color in the bottom of
the tube and also an orange reflection on the meniscus. The MGIT tube should then be taken out of the rack and compared
to Positive Control and Negative Control tubes. The Positive Control should show a high amount of fluorescence (very bright
orange color). The Negative Control should have very little or no fluorescence. If fluorescence in the MGIT tube looks more
like the Positive Control, it is a positive tube. If it looks more like the Negative Control, it is a negative tube. Growth can also be
detected by the presence of a non-homogeneous turbidity, small grains or flakes in the culture medium.

4. Positive tubes should be stained for acid-fast bacilli. Smear-negative tubes should be checked for bacterial contamination.
Subcultures for identification and drug susceptibility testing may be performed using fluid from the MGIT tube.

5. Negative tubes should continue to be read daily for eight weeks or longer depending on the type of specimen and the past
experience of the laboratory. Alternative reading schedules may be established. Failure to read the tubes for several days,
such as during weekends or holidays, may delay the detection of positive tubes, but will not otherwise adversely affect the
performance of the media. Tubes should be visually checked for the presence of turbidity and small grains or granules before
discarding. Negative MGIT tubes cannot be reused. If mycobacterial growth is suspected, follow the “Processing a Positive
MGIT Tube” procedure as stated below.

Reprocessing Contaminated MGIT Tubes: Contaminated MGIT tubes may be re-decontaminated and re-concentrated using the

same procedure used to process the specimen initially.

Add the contents of the contaminated MGIT tube to a 50 mL plastic centrifuge tube.

Add 5 mL NALC-NaOH solution to the centrifuge tube. With the cap tightened, vortex the tube for 5-20 s.

Allow the tube to stand for 15—20 min. Do not treat for more than 20 min.

Add 35 mL sterile phosphate buffer pH 6.8. Replace the cap and mix the contents.

Concentrate the specimen in a centrifuge at a speed of 3,000 x g for 15 min.

Carefully decant the supernatant fluid from the pellet. Resuspend the pellet using a sterile Pasteur pipette with phosphate
buffer pH 6.8.

7. Inoculate 0.5 mL of the suspension to a new MGIT tube.

User 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.

Quality Control Certificates are provided on the BD website. Quality Control Certificates list test organisms, including ATCC® cultures
specified in the CLSI Approved Standard M22-A3, Quality Control for Commercially Prepared Microbiological Culture Media.®

NOTE: Middlebrook 7H9 Broth (supplemented) is exempt from User QC testing according to CLSI M22-A3.9

RESULTS

A culture-positive sample is identified by the observation of fluorescence or non-homogenous turbidity, small grains or flakes in
an inoculated MGIT tube. Positive tubes should be subcultured and an acid-fast smear prepared. A positive acid-fast smear result
indicates the presumptive presence of viable microorganisms in the tube.
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Processing a positive MGIT Tube:

NOTE: All steps should be performed in a biological safety cabinet.

a) Remove MGIT tube from test rack.

b) Using a sterile transfer pipet, remove an aliquot from the bottom of the tube (approx. 0.1 mL) for stain preparations
(AFB and Gram stains).

c) Inspect smear and preparations. Report preliminary results only after acid-fast stain evaluation.

If AFB positive, subculture to solid media and report as: Growth positive, AFB smear positive, ID pending.

If microorganisms other than AFB are present, report as: Growth positive, AFB smear negative, Contaminated.

If no microorganisms are present, no reportable result. Subculture broth to blood agar plate and mycobacterial culture medium;
repeat smear using the addition of protein to ensure the inoculum has been adequately fixed to the slide.

LIMITATIONS OF THE PROCEDURE

Recovery of mycobacteria in the MGIT tube is dependent on the number of organisms present in the specimen, specimen collection
methods, patient factors such as presence of symptoms, prior treatment and the method of processing.

Decontamination with the N-acetyl-L-cysteine Sodium hydroxide (NALC-NaOH) or Oxalic acid methods is recommended. Other
decontamination methods have not been tested in conjunction with the MGIT medium. Digestant-decontaminant solutions may have
harmful effects on mycobacteria.

Colony morphology and pigmentation can only be determined on solid media. Mycobacteria may vary in acid-fastness depending on
strain, age of culture and other variables. The consistency of microscopic morphology in MGIT medium has not been established.
An AFB smear-positive MGIT tube can be subcultured, to both selective and nonselective mycobacterial media, for isolation to
perform identification and susceptibility testing.

MGIT tubes which appear positive may contain other non-mycobacterial species. Non-mycobacterial species may overgrow
mycobacteria present. Such MGIT tubes should be re-decontaminated and re-cultured.

MGIT tubes which appear positive may contain one or more species of mycobacteria. Faster growing mycobacteria may develop
positive fluorescence prior to slower growing myocobacteria; therefore, it is important to subculture positive MGIT tubes to ensure
proper identification of all mycobacteria present in the sample.

Specimen volumes greater than 0.5 mL can increase contamination or otherwise adversely affect the performance of the MGIT tubes.

Due to the richness of the MGIT broth and to the non-selective nature of the MGIT indicator, it is important follow the stated
digestion/decontamination procedure to reduce the possibility of contamination. Adherence to procedural instructions is critical for
optimum recovery of mycobacteria.

The use of BD BBL MGIT PANTA antibiotic mixture, although necessary for all non-sterile specimens, may have inhibitory effects on
some mycobacteria.

Terminal subcultures were not routinely performed during clinical studies. Therefore, an actual false negative rate (defined as

a MGIT tube that remained negative throughout the eight-week incubation period, was subcultured and grew a mycobacterial
organism) cannot be determined at this time.

Seeded culture studies were performed with twenty-three species (ATCC and wild strains) of mycobacteria using inoculum levels
ranging from 103 to 105 CFU/mL. The following species were detected as positive in the MGIT tube:

M. africanum M. gordonae* M. nonchromogenicum M. terrae

M. avium Complex* M. haemophilum M. phlei M. triviale

M. chelonae* M. intracellulare M. scrofulaceum M. tuberculosis*
M. flavescens* M. kansasii* M. simiae* M. vaccae

M. fortuitum™ M. malmoense M. smegmatis M. xenopi*

M. gastri M. marinum M. szulgai

*Species recovered during clinical evaluation of the MGIT tube.

Clinical studies have demonstrated recovery of mycobacteria from respiratory specimens, gastric aspirates, tissue, stool and sterile
body fluids except blood; recovery of mycobacteria from other body fluids has not been established for this product.



EXPECTED VALUES

1 - Frequency distribution of recovery times for clinical trial specimens positive in the BD BBL MGIT System is illustrated
in the following figure.
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PERFORMANCE CHARACTERISTICS

The BD BBL MGIT Mycobacteria Growth Indicator Tube was evaluated at six clinical sites, which included public health laboratories

as well as large acute care hospitals in geographically diverse areas. The site population included patients infected with HIV,
immunocompromised patients and transplant patients. The MGIT tubes were compared to the BD BACTEC 460TB radiometric system,
the BD BBL SEPTI-CHEK AFB Mycobacteria Culture System and conventional solid growth media for the detection and recovery

of mycobacteria from clinical specimens (except blood and urine). A total of 2,801 specimens were tested during the study. The
distribution of specimens tested by source was: respiratory (78%), gastric (0.4%), body fluid (9.8%), tissue (7.0%), stool (2.5%) and
other (2.4%). A total of 318 specimens were positive which represented 330 isolates recovered during the study. Of these 330 isolates,
253 (77%) were recovered by the MGIT tubes, 260 (79%) were recovered by the BD BACTEC 460TB and the BD BBL SEPTI-CHEK
AFB and 219 (66%) were recovered by conventional solid media. The MGIT tubes demonstrated a 0.5% false positive rate

(MGIT fluorescent, no AFB present). The MGIT tubes failed to recover 3.7% of the isolates which were recovered in one or more of the
reference systems (BD BACTEC 460TB, BD BBL SEPTI-CHEK AFB or conventional solid media). While this percentage represents a
potential loss of recovery, it is not indicative of an actual false negative determination (refer to “Limitations of the Procedure” section).
Use of a second medium, as recommended, will increase the probability of recovery of mycobacterial organisms. The average
breakthrough contamination rate for the MGIT tubes was 9.7%.

BD BACTEC SITES
Table 2 — Detection of Mycobacteria Positive Isolates in Clinical Evaluations

Isolate Total Total MGIT Total BD BACTEC Total CONV
Isolates MGIT Only BD BACTEC Only CONV Only
MTB 113 91 2 98 7 92 6
MAC 99 76 9 86 13 57 3
M. kansasii 5 2 0 5 1 4 0
M. fortuitum 9 5 3 3 1 5 3
M. chelonae 2 0 0 2 1 1 0
M. xenopi 2 0 0 2 2 0 0
M. simiae 1 1 0 1 0 0 0
M. gordonae 11 4 1 4 1 9 5
M. flavescens 2 1 0 2 1 0 0
AllMYCO 244* 180* 15* 203 27 168 17

*NOTE: Fourteen MGIT ONLY isolates are not included in this data. Presumptive identification was performed with no final
confirmation of ID.



SEPTI-CHEK SITES
Table 3 — Detection of Mycobacteria Positive Isolates in Clinical Evaluations

Isolate Total Total MGIT Total BD BBL SEPTI-CHEK Total CONV
Isolates MGIT Only BD BBL SEPTI-CHEK Only CONV Only
MTB 30 25 1 29 2 26 0
MAC 34 26 5 28 2 25 0
M. kansasii 1 1 1 0 0 0
M. gordonae 2 2 2 0 0 0
ALL MYCO 67* 54* 9* 57 4 51 0

*NOTE: Five MGIT ONLY isolates are not included in this data. Presumptive identification was performed with no final confirmation
of ID.

AVAILABILITY

Cat. No. Description

245111 BD BBL™ MGIT™ Mycobacteria Growth Indicator Tubes, 4 mL, carton of 25 tubes.

245113 BD BBL™ MGIT™ Mycobacteria Growth Indicator Tubes, 4 mL, carton of 100 tubes.
245116 BD BBL™ MGIT™ OADC, 15 mL, carton of 6 vials. Each vial sufficient for 25 MGIT tubes.
220908 BD BBL™ Lowenstein-Jensen Medium Slants, package of 10 (20 x 148 mm tubes with cap).
220909 BD BBL™ Lowenstein-Jensen Medium Slants, carton of 100 (20 x 148 mm tubes with cap).

240862 BD BBL™ MycoPrep™ Specimen Digestion/Decontamination Kit, ten 75 mL bottles of NALC-NaOH solution and
5 packages of phosphate buffer.

240863 BD BBL™ MycoPrep™ Specimen Digestion/Decontamination Kit, ten 150 mL bottles of NALC-NaOH solution and
10 packages of phosphate buffer.

245114 BD BBL™ MGIT™ PANTA™ Antibiotic Mixture, lyophilized, carton of 6 vials. Each vial sufficient for 25 MGIT tubes.
220959 BD BBL™ Middlebrook and Cohn 7H10 Agar Slants, carton of 100.

295939 BD BBL™ Middlebrook 7H9 Broth, 8 mL, package of 10 tubes.

221818 BD BBL™ Normal Saline, 5 mL, package of 10.

221819 BD BBL™ Normal Saline, 5 mL, carton of 100.

231729 BD BBL™ Taxo™ Differentiation Discs X, 50 discs/cartridge.

REFERENCES
1. Bloom, B.R., and C.J.L. Murray. 1992. Tuberculosis: commentary on a reemergent killer. Science 257:1055-1064.

2. Horsburg Jr., C.R. 1991. Mycobacterium avium complex infection in the acquired immunodeficiency syndrome. N. Engl. J. Med.
324:1332-1338.

3. Tenover, F.C., et al. 1993. The resurgence of tuberculosis: Is your laboratory ready? J. Clin. Microbiol. 31:767-770.

4. Cohn, M.L., R.F. Waggoner, and J.K. McClatchy. 1968. The 7H11 medium for the cultivation of mycobacteria. Am. Rev. Resp.
Dis. 98:295-296.

5. Youmans, G.P. 1979. Cultivation of mycobacteria, the morphology and metabolism of mycobacteria, p. 25-35. Tuberculosis.
W.B. Saunders Company, Philadelphia.

6. Kent, P.T., and G.P. Kubica. 1985. Public health mycobacteriology: A guide for the level Ill laboratory. USDHHS, Centers for
Disease Control, Atlanta.

7. Bloodborne pathogens. Code of Federal Regulations, Title 29, Part 1910.1030, Federal Register 1991, 56:64175-64182.

8. Isenberg, Henry D. 1992. Clinical microbiology procedures handbook, vol. 1. American Society for Microbiology,
Washington, D.C.

9. Clinical and Laboratory Standards Institute. 2004. Approved Standard M22-A3. Quality control for commercially prepared
microbiological culture media, 3rd ed., CLSI, Wayne, Pa.

Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or www.bd.com.
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Change History

Revision Change Summary

(05) 2019-09 Converted printed instructions for use to electronic format and added access
information to obtain the document from BD.com/e-labeling.
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RRRR-MM-DD / RRRR-MM (MM = konec mésice)
AAAA-MM-DD / AAAA-MM (MM = slutning af maned)
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 I6pp)
AAAA-MM-JJ / AAAA-MM (MM = fin du mois)
GGGG-MM-DD / GGGG-MM (MM = kraj mjeseca)
EEEE-HH-NN / EEEE-HH (HH = hénap utolsé napja)
AAAA-MM-GG / AAAA-MM (MM = fine mese)
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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 / rerr-MM (MM = koHew, mecsia)
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)
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avTimpéowTog oTnv Eupwtraiki KoivétnTta / Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Noukogus / Représentant autorisé
pour la Communauté européenne / Autorizuirani predstavnik u Europskoj uniji / Meghatalmazott képvisel6 az Eurdpai K6zésségben / Rappresentante autorizzato
nella Comunita Europea / EBpona KaybIMAacTbifbiHAAFbI YoKineTTi exin /15 354 2] 91<] i3k / |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 / YnonHomou4eHHbI NpeactaButens
B EBponeiickom coobLectse / Autorizovany zastupca v Eurdpskom spologenstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i
Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnosHoBaxeHWit npeactasHuk y kpaitax €C / R Ik Al A2 AU %

In Vitro Diagnostic Medical Device / MeauumHcku ypeq, 3a AuarHocTvka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikn 1atpikr) ouokeur / Dispositivo médico para diagnéstico 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 / XXacaHab! xafgaiiaa xyprizeTiH MeavumHanbik Auardoctuka acnabs / In Vitro Diagnostic 9] = 717] / 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 diagndstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeanuuHckuii npuéop ans
[anarHocTuky in vitro / Medicinska pomécka na diagnostiku in vitro / Medicinski uredaj za in vitro dijagnostiku / Medicinteknisk produkt fér in vitro-diagnostik / In Vitro
Diyagnostik Tibbi Cihaz / MeauuHuit npucTpiii Ans aiarHocTukm in vitro / {442 Wi 2297 3 4

de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / Hémérsékleti hatar / Limiti di temperatura / TemneparypaHbi wekrey /-2
) &k / Laikymo temperatiira / Temperataras ierobezojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperaturd / OrpaHuyenne Temnepatypbl / Ohranicenie teploty / Ogranic¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexeHHs TemnepaTtypu
/L EE PR

LOT| Batch Code (Lot)/Koa Ha naptuaata / Kod (Cislo) Sarze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikog traptidag (raptida) / Codigo de lote (lote) / Partii kood /
Numéro de lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama koabl / ¥ %] 5 =(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer
/ Batch-kode (parti) / Kod partii (seria) / Cédigo do lote / Cod de serie (Lot) / Kog naptum (not) / Kéd série (Sarza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot)
/ Kop naprii / fit5 CIEdt)
Contains sufficient for <n> tests / CbabpkaHneTo e goctaTtbyHo 3a <n> Tecta / Dostate¢né mnozZstvi pro <n> testl / Indeholder tilstraekkeligt til <n> tests /
Ausreichend fiir <n> Tests / Mepiéxel emapkn ToodTnTa 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> H ~E7} S48 L3k
/ Pakankamas kiekis atlikti <n> testy / Satur pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilos¢
wystarczajgcg do <n> testdéw / Contetdo suficiente para <n> testes / Continut suficient pentru <n> teste / [loctato4Ho ansi <n> tectos(a) / Obsah vystaci na <n>
testov / Sadrzaj dovoljan za <n> testova / Innehaller tillrackligt for <n> analyser / <n> test igin yeterli malzeme igerir / Buctauuts ans auanisie: <n>/ & 4it47 <n>
YA
Consult Instructions for Use / HanpaseTe cnpaBka B MHCTpykLuuTe 3a ynotpeba / Prostudujte pokyny k pouziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouAeuTeite Tig 0dnyieg 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 / MaiiganaHy HyckaymbiFbIMEH TaHbIChIN anbiHb3 / A8 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. pykosoacTso no akcnnyartauum / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlar’na bagvurun / us. iHCTpyKuUii 3 BUKOpUcTaHHs / 1 Z: [ fii i 15 1

/ﬂ/ Temperature limitation / TemnepatypHu orpaHunyenns / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaaciag / Limitacion
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Do not reuse / He nanonssaiite otHoBo / Nepouzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emravaypnoipotroieite / No reutilizar / Mitte
kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / NManganan6aneis / # A8 %] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowa¢ powtdrnie / Nao reutilize / Nu refolositi / He ncnoneaosats nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéndas / Tekrar kullanmayin / He BukopuctoBysatv nosTopHo / i Z) f & 1 ]

Serial number / CepueH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBpodg / N° de serie / Seerianumber / Numéro de série / Serijski broj /
Sorozatszam / Numero di serie / Tontamansik Hemipi / & & ¥ & / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /NUmero de série / Numar de
serie / CepuitHbiii Homep / Seri numarasi / Homep cepii / 415

For IVD Performance evaluation only / Camo 3a oueHka ka4ecTBoTo Ha pabota Ha IVD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon ammédoong IVD / Sélo para la evaluacion 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 diagnosztikahoz / Solo per
valutazione delle prestazioni IVD / XXacaHgbl xaraaiaa «npobupka ilwiHae» AnarHocTMkaaa Tek )XyMblcTel 6aranay ywin / IVD Al s 3 7)ol thafj 4wk A& / 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 OLiEHKW KadyecTBa AUarHoCTUKM 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 4ns ouiHOBaHHA SKOCTi giarHocTukw in vitro / (R IVD 4 RETEAS

For US: “For Investigational Use Only”

Lower limit of temperature / Jonen numnT Ha Temnepatyparta / 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
Temneparypsl / Spodna hranica teploty / Donja granica temperature / Nedre temperaturgréans / Sicaklik alt sinirt / MivimansHa Temneparypa / i & iR

Control / KoxTponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contrdle / Controllo / Bakeinay / 71 E& / Kontrolé / Kontrole / Controle / Controlo /
KoHTpons / kontroll / KoHtponb / X} #&

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 6akbinay / 44 71 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxuTenbHbin koHTponb / Pozitif kontrol / MoautusHwi koHTponb / FH 4 X HE 5

Negative control / OtpuuareneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég péptupag / Control negativo / Negatiivne kontroll /
Contrdle négatif / Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6akbinay / &4 71 =% / Neigiama kontrolé / Negativa kontrole / Negatieve
controle / Kontrola ujemna / Controlo negativo / Control negativ / OTpuuarenbHbiit koHTpons / Negatif kontrol / HeratusHuin kontpons / [ 445 HE71

Method of sterilization: ethylene oxide / MeTog Ha cTepunusauus: eTuneHoB okeua / Zpusob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid /
Sterilisationsmethode: Ethylenoxid / MéBodog amooTeipwaong: aiBulevoteidio / Método de esterilizacion: 6xido de etileno / Steriliseerimismeetod: etlileenoksiid

/ Méthode de stérilisation : oxyde d’éthyléne / Metoda sterilizacije: etilen oksid / Sterilizalas moédszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene /
Crepunusauus afici — aTuneH ToTbifbl / A% W of & 92 A} o] = / Sterilizavimo bldas: etileno oksidas / SterilizéSanas metode: etilenoksids / Gesteriliseerd met
behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid / Metoda sterylizacji: tlenek etylu / Método de esterilizagao: 6xido 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: HA Lkt

Method of sterilization: irradiation / Meton Ha cTepunusauus: npagvaums / Zpusob sterilizace: zareni / Steriliseringsmetode: bestraling / Sterilisationsmethode:
Bestrahlung / MéBodog amoaTeipwaong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation /
Metoda sterilizacije: zracenje / Sterilizalas modszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus agici — cayne Tycipy / 25 % : 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 crepunusauuun: obnydenue / Metoda sterilizacie: ozZiarenie / Metoda
sterilizacije: ozradavanje / Steriliseringsmetod: stralning / Sterilizasyon yéntemi: irradyasyon / Metoa ctepunisauii: onpomiHeHHsm / K 4 id: fidt

Biological Risks / Buonornynu 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 / Brionornyeckas onacHocTs / Biologickeé riziko / Bioloski rizici / Biologisk risk /
Biyolojik Riskler / Biornoriuna Hebeaneka / 44 KK

Caution, consult accompanying documents / BHumaHue, HanpaseTe cnpaska B NpuapyxasaLunTe AokymeHTH / 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 pratecu dokumentaciju

/ Figyelem! Olvassa el a mellékelt tajékoztatot / 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 zapozna¢ sig 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, 152 [ BfE 5 S0k

Upper limit of temperature / FopeH numuT Ha Temnepatyparta / Horni hranice teploty / @vre temperaturgreense / Temperaturobergrenze / Avitepo 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= / Aukiausia laikymo temperatdra / Aug$éja temperattiras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite méximo de temperatura / Limitd maxima de temperatura / Bepxuuit npegen
Temnepatypbl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa Temnepartypa / i )% 1

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 kyiinge ycra / 713 48] 4] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes
tert / Przechowywac w stanie suchym / Manter seco / A se feri de umezeala / He ponyckate nonagaxus snarv / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertv sin Bonorw / i {745 11

Collection time / Bpeme Ha cu6upane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa ouMoyrig / Hora de recogida / Kogumisaeg / Heure de
prélévement / Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / YKunay yaksiTsl / =3 A7t / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid
prevetaking / Godzina pobrania / Hora de colheita / Ora colectarii / Bpems c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac
3a6opy / KA [H]

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

Perforation / Mepdopauus / Perforace / Perforering / Aiatpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / 23|41 /
Perforacija / Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / Mepdopauust / Perforacia / Perforasyon / Mepdopauis / % 4L

Do not use if package damaged / He usnonaseaiite, ako onakoskarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoipoTtroigite eéiv 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 oSte¢eno pakiranje / Ne hasznalja, ha a csomagolas
sériilt / Non usare se la confezione & danneggiata / Erep naker 6yabinfan 6orca, naitganan6a / 9 7] 2] 7} =245 7 §- A8 3#] / 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 npu nospexaeHun
ynakosku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om férpackningen ar skadad / Ambalaj hasar gérmusse
kullanmayin / He BukopucTOBYyBaTM 3a NOLUKOMKEHOI ynakoskm / US4l i, 152048
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Keep away from heat / Masete ot TonnuHa / Nevystavuijte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpatroTe To pakpid améd n
BepuoTnTa / 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 / CankbiH xepge cakra / &-& 3] &l of 3}/ Laikyti atokiau nuo $ilumos $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 gii Tenna / i i 25 FJ5

Cut / Cpesxxete / Odstfihnéte / Klip / Schneiden / Koyre / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecinia / 22} 7] / Kirpti / Nogriezt / Knippen / Kutt
/ Odcig¢ / Cortar / Decupati / Otpesats / Odstrihnite / Iseci / Klipp / Kesme / Poapizatut / 8§

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 / XunaraH TisGekyHi / 551 &%} / Paémimo data / Savaksanas datums / Verzameldatum /
Dato prevetaking / Data pobrania / Data de colheita / Data colectarii / flata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / Jata
3a6opy / KA H

uL/test / pLitect / pL/Test / pL/e€étaon / pl/prueba / uliteszt / nL/El 2~ E / mkn/tect / pLityrimas / pL/parbaude / plL/teste / mkn/anania / KL/

Keep away from light / Ma3ete ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatfioTe 10 pakpid atmé 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 / KapaHhfbinanraH
xeppae ycra / 912 7] &) oF g/ Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Mé 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 / Igiktan uzak tutun / BeperTu Big Aii ceitna / it B2k

Hydrogen gas generated / O6pasysaH e Bogopoz ra3 / Moznost tniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou
udpoydvou / Produccion de gas de hidrégeno / Vesinikgaasi tekitatud / Produit de I'nydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione
di gas idrogeno / MaatekTec cyTeri naitga 6onabl / =2~ 7+2~ A 4d % / 18skiria vandenilio dujas / Rodas tdenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de hidrogen / Belgenenue Bogopoaa / Vyrobené pouzitim vodika /
Oslobada se vodonik / Genererad vétgas / Agida ¢ikan hidrojen gazi / Peakuis 3 BuaineHHsam sogHio / 437 A%<

Patient ID number / U[] Homep Ha nauueHTa / ID pacienta / Patientens ID-nummer / Patienten-ID / ApiBuég avayvwpiong acBevols / Nimero de ID del paciente /
Patsiendi ID / No d’identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauneHTTiH naeHTUdUKaunanbik Hemipi /
g2} ID W& / Paciento identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Nimero da
ID do doente / Numar ID pacient / aeHTudukaumoHHbIii Homep naumnenTa / Identifikaéné Cislo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi /
IneHTudikaTop nauieHTa / & #FH FRiNS

Fragile, Handle with Care / YynnuBo, PaGoTeTe ¢ HeobxoanmoTo BHMMaHue. / Kiehké. PFi manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich,
vorsichtig handhaben. / EGBpauaTo. XeipioTeite 1o e Tpocoxn. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution.
/ Lomljivo, rukujte paZljivo. / Térékeny! Ovatosan kezelendd. / Fragile, maneggiare con cura. / CbiHfbiw, abaitnan naiiaanambiHeia. / =41 7% 71 418 2] / Trapu,
elkités atsargiai. / Trausls; rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawarto$¢, przenosi¢ ostroznie. / Fragil,
Manuseie com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe! O6paLuatbcsi ¢ ocTopoxHocTbio. / Krehké, vyZaduje sa opatrna manipulacia. / Lomljivo - rukujte
pazljivo. / Brackligt. Hantera férsiktigt. / Kolay Kirilir, Dikkatli Taslyin. / TeHaitHa, 3sepTatics 3 o6epexHicTio / i, /N

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 fir 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.”
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