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INTENDED USE

The BD BACTEC™ MGIT™ 960 SIRE Kit is used as a rapid qualitative procedure for susceptibility testing of Mycobacterium
tuberculosis, from culture, to streptomycin, isoniazid, rifampin and ethambutol using the BD BACTEC MGIT 960 and
BD BACTEC MGIT 320 Systems.

SUMMARY AND EXPLANATION

Antimycobacterial susceptibility testing is necessary for the proper treatment of patients with tuberculosis. The treatment of
tuberculosis is commonly through a multiple drug regimen which includes the antimycobacterial drugs streptomycin, isoniazid,
rifampin and/or ethambutol. It is important that the antimycobacterial drugs prescribed show appropriate activity against
Mycobacterium tuberculosis, i.e., susceptibility of the isolate to the drug.

Multidrug resistant Mycobacterium tuberculosis (MDR-TB) has recently become a serious public health problem.? Resistance to
any of the four primary drugs, streptomycin (STR), isoniazid (INH), rifampin (RIF), and ethambutol (EMB), makes the disease more
difficult and expensive to treat. The rapid detection of these strains is critical to the effective treatment of the patient.

Two methods have been widely used for antimycobacterial susceptibility testing. The first method, known as the Method of
Proportion,2 uses Middlebrook and Cohn 7H10 Agar. It compares colony counts on drug-containing and drug-free media. Resistance
to a drug is detected when 1% or more of the bacterial population is resistant to the drug concentration under test. Results are
generally available after 21 days of incubation. The second method, known as the BD BACTEC 460TB radiometric susceptibility
method,3 generally takes from 4 to 12 days. It is based on the production of radioactive 14C-labeled carbon dioxide by the growing
mycobacteria, manifested by a growth index increase in the system.

Historically, the Method of Proportion (MOP) procedure has included susceptibility testing of Mycobacterium tuberculosis using two
concentrations of antimicrobials. The Clinical and Laboratory Standards Institute (CLSI) continues to recommend that the MOP test
procedure include two concentrations of the primary drugs for testing except rifampin. The recommended low concentrations for the
MOP procedure are generally considered to be the critical concentrations for these drugs. The critical concentration is defined as the
drug concentration which inhibits the wild type sub-population while allowing sufficient growth of the mutant resistant sub-population
in order to determine resistance at the critical proportion of 1%. The high drug concentration is not considered to be the critical
concentration. However, resistance at the high concentration is evidence that resistance is generally distributed among the
population of the test M. tuberculosis strain. Some clinicians use the susceptibility test results at the high concentrations to profile
the degree of resistance of the test strain.

The BD BACTEC MGIT 960 SIRE test provides the susceptibility result in approximately the same time frame as the
BD BACTEC 460TB system. In addition, this method is non-radiometric and allows appropriate antibiotic susceptibility results to be
reported earlier, in most cases, than with the MOP procedure.

The BD BACTEC MGIT system has been developed to allow susceptibility testing at the critical concentration for streptomycin,
isoniazid, rifampin and ethambutol, and at a higher concentration for streptomycin, isoniazid, and ethambutol. These concentrations
correlate with the two concentrations used in the MOP procedure. A susceptible result at the critical concentration can be reported
and no other tests are necessary. However, any strain determined to be resistant with the BD BACTEC MGIT 960 SIRE kit to
streptomycin, isoniazid, and ethambutol at the critical concentration may be, at a minimum, tested at the high concentration. In

this case, a final result of resistant at the critical concentration may be reported, with notification that an additional test at the high
concentration is being performed.

PRINCIPLES OF THE PROCEDURE

The BD BBL™ MGIT 7 mL Mycobacteria Growth Indicator Tube is a tube containing a modified Middlebrook 7H9 Broth which
supports the growth and detection of mycobacteria (see BD BBL MGIT 7 mL package insert). The BD MGIT tube contains a
fluorescent compound embedded in silicone on the bottom of a 16 x 100 mm round-bottom tube. The fluorescent compound is
sensitive to the presence of oxygen dissolved in the broth. The initial concentration of dissolved oxygen quenches the emission from
the compound, and little fluorescence can be detected. Later, actively respiring microorganisms consume the oxygen which allows
the compound to fluoresce.

The BD BACTEC MGIT 960 SIRE Kit is a 4-13 day qualitative test. The test is based on growth of the Mycobacterium tuberculosis
isolate in a drug-containing tube compared to a drug-free tube (Growth Control). The BD BACTEC MGIT instrument monitors tubes
for increased fluorescence. Analysis of fluorescence in the drug-containing tube compared to the fluorescence of the Growth Control
tube is used by the instrument to determine susceptibility results.

The BD BACTEC MGIT instrument automatically interprets these results using predefined algorithms (which compare growth in the
drug containing tube to that in the Growth Control tube) and the susceptible or resistant result is reported by the instrument.



REAGENTS

BD BACTEC MGIT 960 SIRE Kit contains one each lyophilized vials of streptomycin, isoniazid, rifampin and ethambutol, and eight
vials of SIRE Supplement.

Approximate Formula* Per Vial Lyophilized drug: Streptomycin (STR).......coooiiiiiiiiiiiieiie e 332 g
Approximate Formula* Per Vial Lyophilized drug: Isoniazid (INH) ..........cccooiiiiiiieeeee 33.2 ug
Approximate Formula* Per Vial Lyophilized drug: Rifampin (RIF).........cccooiiiiiiiiiccec e 332 g
Approximate Formula* Per Vial Lyophilized drug: Ethambutol (EMB)..........ccccooiiiiiiiiiiiieec e 1,660 pg
BD BACTEC MGIT STR 4.0 Kit contains one vial lyophilized streptomycin and two vials of SIRE Supplement.
Approximate Formula* Per Vial Lyophilized drug: StreptomycCin ...........cocooiiiiiiiiiiiccceeeee 664 g
BD BACTEC MGIT INH 0.4 Kit contains one vial lyophilized isoniazid and two vials of SIRE Supplement.
Approximate Formula* Per Vial Lyophilized drug: 1SONI@zid ..............cccooiiiiiiiiiiiiee e 66.4 ug
BD BACTEC MGIT EMB 7.5 Kit contains one vial lyophilized ethambutol and two vials of SIRE Supplement.
Approximate Formula* Per Vial Lyophilized drug: Ethambutol..............ccccoiiiiiiiiee 1,245 g

BD BACTEC MGIT 960 SIRE Supplement contains 20 mL Middlebrook OADC enrichment

Approximate Formula* Per L Purified Water

Bovine albumin...........cooooiiiiiiiii e 50.0 g Catalase........cceveeiiiiiiiiiee e 0.03 g

DEXIIOSE ..ottt 200 g OlEIC ACI ..o 06 g

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

Storage and reconstitution of reagents: BD BACTEC MGIT 960 SIRE Drug vials — on receipt, store the lyophilized drug vials at

2-8 °C. Once reconstituted, the antibiotic solutions may be frozen and stored at -20 °C or colder up to six months, not to exceed the
original expiration date. Once thawed, use immediately. Discard unused portions.

BD BACTEC MGIT SIRE Supplement — On receipt, store in dark at 2—-8 °C. Avoid freezing or overheating. Open and use prior to the
expiration date. Minimize exposure to light.

Directions For Use:

Reconstitute each BD BACTEC MGIT 960 SIRE Kit Streptomycin lyophilized drug vial with 4 mL of sterile distilled/deionized water
to make a stock solution of 83 pg/mL.

Reconstitute each BD BACTEC MGIT 960 SIRE Kit Isoniazid lyophilized drug vial with 4 mL of sterile distilled/deionized water to
make a stock solution of 8.3 pg/mL.

Reconstitute each BD BACTEC MGIT 960 SIRE Kit Rifampin lyophilized drug vial with 4 mL of sterile distilled/deionized water to
make a stock solution of 83 pg/mL.

Reconstitute each BD BACTEC MGIT 960 SIRE Kit Ethambutol lyophilized drug vial with 4 mL of sterile distilled/deionized water to
make a stock solution of 415 pg/mL.

NOTE: The following are reconstituted with a different volume. Failure to use the appropriate volume of sterile distilled
water for reconstitution of the higher drug concentrations will invalidate those test results.

Reconstitute each BD BACTEC MGIT 960 STR 4.0 Kit streptomycin lyophilized drug vial with 2 mL of sterile distilled/deionized water
to make a stock solution of 332 pg/mL.

Reconstitute each BD BACTEC MGIT 960 INH 0.4 Kit isoniazid lyophilized drug vial with 2 mL of sterile distilled/deionized water to
make a stock solution of 33.2 pg/mL.

Reconstitute each BD BACTEC MGIT 960 EMB 7.5 Kit ethambutol lyophilized drug vial with 2 mL of sterile distilled/deionized water to
make a stock solution of 622.5 pg/mL.

WARNINGS:
For in vitro Diagnostic Use.

POTENTIALLY INFECTIOUS TEST SPECIMEN: Observe “Universal Precautions”4
and institutional guidelines when handling and disposing of infectious materials.

BD BACTEC MGIT 960 — Catalog number 245127
BD BACTEC MGIT 960 Ethambutol

Danger

H360 May damage fertility or the unborn child.

P201 Obtain special instructions before use. P202 Do not handle until all safety precautions have been read and understood.
P280 Wear protective gloves/protective clothing/eye protection/face protection. P308+P313 IF exposed or concerned: Get
medical advice/attention. P405 Store locked up. P501 Dispose of contents/container in accordance with local/regional/national/
international regulations.



Working with M. tuberculosis growth in culture requires Biosafety Level (BSL) 3 practices, containment equipment and facilities.

Read and follow directions contained in all appropriate package inserts including the BD BACTEC MGIT 7 mL Mycobacteria Growth
Indicator Tube.

Prior to use, the user should examine the tubes and vials for evidence of contamination or damage. Discard any tubes or vials if
they appear unsuitable or if BD MGIT tubes exhibit fluorescence prior to use.

In the event of tube breakage: 1) Close the instrument drawers; 2) Turn off the instrument; 3) Vacate the area immediately;
4) Consult your facility/CDC guidelines. An inoculated leaking or broken tube may produce an aerosol of mycobacteria;
appropriate handling should be observed.

Autoclave all inoculated BD MGIT tubes prior to disposal.

SPECIMEN PREPARATION

All preparations detailed below are from cultures of Mycobacterium tuberculosis. The laboratory should confirm, by appropriate
identification techniques, that the isolate to be tested is a pure culture.

Preparation of the Isolate from Solid Media:

1. Add 4 mL of BD BBL Middlebrook 7H9 Broth (or BD BACTEC MGIT broth) to a 16.5 x 128 mm sterile tube with cap containing
8-10 glass beads.

2. Scrape with a sterile loop as many colonies as possible from growth no more than 14 days old, trying not to remove any solid
medium. Suspend the colonies in the Middlebrook 7H9 Broth. The suspension should exceed in turbidity a 1.0 McFarland standard.

3. Vortex the suspension for 2—3 min to break up the larger clumps.

Let the suspension sit for 20 min without disturbing.

5. Transfer the supernatant fluid to another 16.5 x 128 mm sterile tube with cap (avoid transferring any of the sediment) and let sit
for another 15 min.

6. Transfer the supernatant fluid (it should be smooth, free of any clumps) to a third 16.5 x 128 mm sterile tube.

7. Adjust the suspension to a 0.5 McFarland standard by visual comparison to a 0.5 McFarland turbidity standard.

8. Dilute 1 mL of the adjusted suspension in 4 mL of sterile saline (1:5 dilution).

Preparation from a Positive BD BACTEC MGIT Tube:

1. For the preparation of the test inoculum, a positive 7 mL BD MGIT tube should be used the day after it first becomes positive on
the BD BACTEC MGIT instrument (Day 1), up to and including the fifth day (Day 5) after instrument positivity. A tube which has
been positive longer than five days should be subcultured to a fresh 7 mL BD MGIT tube containing BD BACTEC MGIT Growth
Supplement and tested on the BD BACTEC MGIT instrument until positive, and used from one to five days following positivity.

2. If the tube is a Day 1 or Day 2 positive, proceed to “Inoculation Procedure for Susceptibility Test.”

3. Ifthe tube is a Day 3, Day 4, or Day 5 positive, then dilute 1 mL of the positive broth in 4 mL of sterile saline (1:5 dilution).

Use the diluted suspension for the inoculation procedures. Proceed to “Inoculation Procedure for Susceptibility Test.”

PROCEDURE

Materials Provided: BD BACTEC MGIT 960 SIRE Kit containing one vial each lyophilized drug and eight vials of SIRE Supplement
(approximately 40 tests per drug per kit). BD BACTEC MGIT 960 STR 4.0 Kit containing one vial lyophilized drug and two vials of
SIRE Supplement (approximately 20 tests per kit), BD BACTEC MGIT 960 INH 0.4 Kit containing one vial lyophilized drug and two
vials of SIRE Supplement (approximately 20 tests per kit), and BD BACTEC MGIT 960 EMB 7.5 Kit containing one vial lyophilized
drug and two vials of SIRE Supplement (approximately 20 tests per kit).

Materials Required But Not Provided: BD BACTEC MGIT 7 mL Mycobacteria Growth Indicator Tubes, ancillary culture media,
reagents, quality control organisms and laboratory equipment as required for this procedure.

IMPORTANT PROCEDURAL NOTE:

Be sure to tightly recap the BD MGIT tubes after all additions are made. Mix tubes thoroughly by gentle inversion three to four times.
Thorough mixing of inoculated tubes is important. Failure to mix the tubes adequately can lead to false resistant results.

Inoculation Procedure for BD BACTEC MGIT 960 SIRE Kit Susceptibility Test:

1. Label five 7 mL BD MGIT tubes for each test isolate. Label one as GC (Growth Control), one as STR, one as INH, one as RIF,
and the last as EMB. Place the tubes in the correct sequence in the appropriate size AST set carrier (see BD BACTEC MGIT
Instrument User’s Manual).

2. Aseptically add 0.8 mL of BD BACTEC MGIT SIRE Supplement to each tube. NOTE: It is important to use the correct supplement.

3. Aseptically pipet, using a micropipet, 100 pL of 83 pg/mL BD BACTEC MGIT STR solution to the appropriately labeled BD MGIT
tube. Aseptically pipet 100 L of 8.3 pg/mL BD BACTEC MGIT INH solution to the appropriately labeled BD MGIT tube. Aseptically
pipet 100 pL of 83 pg/mL BD BACTEC MGIT RIF solution to the appropriately labeled BD MGIT tube. Aseptically pipet 100 pL of
415 pg/mL BD BACTEC MGIT EMB solution to the appropriately labeled BD MGIT tube. No drug solutions should be added to the
BD MGIT GC tube.

>



Drug Concentration Volume Added Final Concentration

of Drug after Reconstitution** to BD MGIT Tubes for Test in BD MGIT Tubes
BD BACTEC MGIT STR 83 pg/mL 100 pL 1.0* pg/mL
BD BACTEC MGIT INH 8.3 pg/mL 100 pL 0.1* pg/mL
BD BACTEC MGIT RIF 83 pg/mL 100 uL 1.0* pg/mL
BD BACTEC MGIT EMB 415 pg/mL 100 pL 5.0% yg/mL

*Equivalent to CDC# recommended critical drug concentrations.
** These drugs must be reconstituted using 4 mL sterile/deionized water to achieve concentrations indicated.

4. Growth Control tube preparation and inoculation: Aseptically pipet 0.1 mL of the organism suspension (see “Specimen
Preparation”) into 10 mL of sterile saline to prepare the 1:100 Growth Control suspension. Mix the Growth Control suspension
thoroughly. Inoculate 0.5 mL of the 1:100 Growth Control suspension into the BD MGIT tube labeled “GC.”

5. Drug-containing tube inoculation: Aseptically pipet 0.5 mL of the organism suspension (see “Specimen Preparation”) into each of
the FOUR remaining drug tubes (STR, INH, RIF, EMB).

6. Tightly recap the tubes and mix well.

7. Enter the AST set into the BD BACTEC MGIT 960 SIRE Kit using the AST set entry feature (refer to the BD BACTEC MGIT
Instrument User’'s Manual). Ensure that the order of the tubes in the AST Set Carrier conforms to the Set Carrier definitions
selected when performing the AST set entry feature.

8. Streak 0.1 mL of the organism suspension to a BD Trypticase™ Soy Agar with 5% Sheep Blood (TSA Il) plate. Enclose in a
plastic bag. Incubate at 35-37 °C.

9. Check the blood agar plate at 48 h for bacterial contamination. If the blood agar plate shows no growth, then allow AST testing to
proceed. If the blood agar plate shows growth, discard the AST set (refer to the BD BACTEC MGIT Instrument User’s Manual)
and repeat testing with pure culture.

Inoculation Procedure for BD BACTEC MGIT 960 STR 4.0, INH 0.4 and EMB 7.5 Kits Susceptibility Test:

If resistance occurs at the critical concentration, an optional profile test may be performed which, at minimum, tests the high

concentration of the drug to which it was originally resistant:

Isolate Source — The isolate used for this testing must have been prepared as described in “Specimen Preparation.” A seed tube

may be prepared from the drug free Growth Control tube from the previously tested AST set of the isolate, from which 0.5 mL may be

inoculated to a fresh BD MGIT 7 mL tube containing BD BACTEC MGIT Growth Supplement. Once the seed tube is instrument
positive, proceed as described in “Specimen Preparation: Preparation from a Positive BD MGIT tube.”

1. Label enough BD MGIT 7 mL tubes for the test isolate to have a BD MGIT GC (Growth Control) and a BD MGIT drug tube for
each antimicrobic tested.

2. Aseptically add 0.8 mL of BD BACTEC MGIT SIRE Supplement to each tube. NOTE: it is important to use the correct supplement.

3. Aseptically pipet, using a micropipet, 100 pL of the drug solution to the appropriately labeled BD MGIT tube. No antibiotics should
be added to the BD MGIT GC tube.

Drug Concentration- °f_D"i§ after Volume Added Final Concentration in
Reconstitution to BD MGIT Tubes for Test BD MGIT Tubes

BD BACTEC MGIT STR 4.0 332 pg/mL 100 pL 4.0* ug/mL

BD BACTEC MGIT INH 0.4 33.2 ug/mL 100 pL 0.4* ug/mL

BD BACTEC MGIT EMB 7.5 622.5 pg/mL 100 pL 7.5* pg/mL

* Equivalent to MOP high drug concentrations.4
** These drugs must be reconstituted using 2 mL sterile/deionized water to achieve concentrations indicated.

4. Growth Control tube preparation and inoculation: Aseptically pipet 0.1 mL of the organism suspension (see “Specimen
Preparation”) into 10 mL of sterile saline to prepare the 1:100 Growth Control suspension. Mix the Growth Control suspension
thoroughly. Inoculate 0.5 mL of the 1:100 Growth Control suspension into the BD MGIT tube labeled “GC.”

5. Drug-containing tube inoculation: Aseptically pipet 0.5 mL of the organism suspension (see “Specimen Preparation”) into
each of the drug tubes.

6. Tightly recap the tubes and mix well.

7. Enter the AST set into the BD BACTEC MGIT instrument using the AST set entry feature (refer to the BD BACTEC MGIT
Instrument User’s Manual). Ensure that the order of the tubes in the AST Set Carrier conforms to the Set Carrier definitions
selected when performing the AST set entry feature.

8. Streak 0.1 mL of the organism suspension to a BD Trypticase Soy Agar with 5% Sheep Blood (TSA Il) plate. Enclose in a plastic
bag. Incubate at 35-37 °C.

9. Check the blood agar plate at 48 h for bacterial contamination. If the blood agar plate shows no growth, then allow AST testing to
proceed. If the blood agar plate shows growth, discard the AST set (refer to the BD BACTEC MGIT Instrument User’s Manual)
and repeat testing with pure culture.

NOTE - The susceptibility test may be configured in a variety of formats. For example, a five tube carrier set containing only the

critical concentrations can be configured into the system. A variety of other tube carrier sets can be configured depending on the

optional profile tests being run (refer to BD BACTEC MGIT Instrument User’s manual).



User Quality Control — Upon receipt of a new shipment or lot number of BD BACTEC MGIT 960 SIRE Kit vials, it is suggested that
the control organism shown below be tested (see “Inoculation Procedure for Susceptibility Test”). Observation of the proper results,
as shown below, within 4-13 days indicates that the BD BACTEC MGIT 960 SIRE Kit is ready for use in testing patient isolates. If
the proper results are not observed, repeat the test. If, after repeating the test, the proper results are still not observed, do not use
the product until you have contacted Technical Services at 1.800.638.8663 (United States only).

The same control organism should be run as batch QC once each week when susceptibility testing is performed. If the batch

QC fails, do not report patient results for the drug (s) that failed for that testing period. Repeat the QC for the drug(s) and patient
isolates affected by the initial QC failure. If the repeat QC does not perform as expected, do not report patient results. Do not use the
product until you have contacted Technical Services at 1.800.638.8663 (United States only).

BD BACTEC BD BACTEC BD BACTEC BD BACTEC
Strains GC MGIT STR MGIT INH MGIT RIF MGIT EMB
M. tuberculosis ATCC® 27294 Positive Susceptible Susceptible Susceptible Susceptible
BD BACTEC BD BACTEC BD BACTEC
Strains GC MGIT STR 4.0 MGIT INH 0.4 MGIT EMB 7.5
M. tuberculosis ATCC 27294 Positive Susceptible Susceptible Susceptible

REPORTING OF RESULTS

The BD BACTEC MGIT instrument will monitor susceptibility test sets until a susceptible or resistant determination is made.
Once the set testing is completed, the results are reported by the BD BACTEC MGIT instrument (refer to the BD BACTEC MGIT
Instrument User’s Manual).

LIMITATIONS OF THE PROCEDURE

Suspensions made from solid media must be allowed to settle for the prescribed times prior to standardization. Inoculum
preparations made from solid media without the use of a 0.5 McFarland turbidity standard and the appropriate dilutions may give
inaccurate results.

Use only pure cultures of M. tuberculosis. Cultures which are contaminated or which contain multiple strains of mycobacteria may
give erroneous results.

Failure to reconstitute the drugs with the appropriate volume of sterile deionized water may give inaccurate results.

Failure to use a 1:100 dilution of the isolate for the inoculation of the Growth Control tube may give inaccurate results.

Failure to load the tubes of the AST set into the AST Set Carrier in the proper sequence may give inaccurate results.

Failure to use the SIRE Supplement in the AST set may give inaccurate results. Do not add BD BACTEC MGIT Growth Supplement
to the AST set.

EXPECTED RESULTS
The average time-to-result for susceptibility testing, using the critical concentrations, is 8.0 days (range 4 to 13).

PERFORMANCE CHARACTERISTICS

The performance of the BACTEC MGIT 960 SIRE test was internally evaluated using a panel of challenge strains obtained from the
Centers for Disease Control and Prevention (CDC), GA, USA. The panel consisted of thirty strains of M. tuberculosis with known
susceptibility patterns (using agar proportion method). Table 1 shows the BACTEC MGIT 960 SIRE test results compared to the
expected results.

Evaluation of the BACTEC MGIT 960 SIRE test is being performed at five geographically diverse clinical sites, to include regional
reference centers, university hospital-based laboratories, and one internal site. The BACTEC MGIT 960 SIRE test is being
compared to the modified Method of Proportion (MOP).6 Table 2 shows the initial BACTEC MGIT 960 SIRE test results compared
to the equivalent drug concentration in MOP. Table 3 shows the second tier BACTEC MGIT 960 SIRE test results compared to the
equivalent drug concentration in MOP. This data includes testing of both fresh and/or reference clinical isolates.

Reproducibility of the BACTEC MGIT 960 SIRE test was evaluated at the clinical sites using a panel of ten qualified strains,
including several strains resistant to each of the drugs, and comparing the BACTEC MGIT 960 SIRE test results to the expected
result. The reproducibility results are: 99.6% for STR, 97.7% for INH, 99.4% for RIF and 94.0% for EMB. Individual site
reproducibility results ranged from 94.5% to 99.5% for combined drug results.



Table 1

CDC Challenge Panel Category Agreement
No. Tested
Drug No. %
All 29 26 90.0
STR S 24 21 88.0
R 5 5 100.0
All 29 29 100.0
INH S 8 8 100.0
R 21 21 100.0
All 29 29 100.0
RIF S 19 19 100.0
R 10 10 100.0
All 29 29 100.0
EMB S 25 25 100.0
R 4 4 100.0
All 8 8 100.0
STR 4.0 S 3 3 100.0
R 5 5 100.0
All 21 21 100.0
INH 0.4 S 8 8 100.0
R 13 13 100.0
Note: Results of MOP test for EMB 7.5 not available for comparison.
Table 2
Clinical Strains No. Tested Category Agreement
Drug No. %
All 113 104 92.0
STR S 80 72 90.0
R 33 32 97.0
All 117 114 97.4
INH S 70 67 95.7
R 47 47 100.0
All 116 115 99.1
RIF S 82 82 100.0
R 34 33 97.1
All 75 73 97.0
EMB S 67 65 97.0
R 8 8 100.0
Table 3
Clinical Strains No. Tested Category Agreement
Drug No. %
All 31 22 71.0
STR 4.0 S 16 10 62.5
R 15 12 80.0
All 39 36 92.3
INH 0.4 S 6 5 83.3
R 33 31 93.9
All 74 7 96.0
EMB 7.5 S 66 66 100.0
R 8 5 63.0
AVAILABILITY
Cat. No. Description
245123 BD BACTEC™ MGIT™ 960 SIRE Kit, carton of 4 lyophilized drug vials, and 8 SIRE Supplements.
245125 BD BACTEC™ MGIT™ 960 STR 4.0 Kit, carton of 1 lyophilized drug vial and 2 SIRE Supplements.
245126 BD BACTEC™ MGIT™ 960 INH 0.4 Kit, carton of 1 lyophilized drug vial and 2 SIRE Supplements.
245127 BD BACTEC™ MGIT™ 960 EMB 7.5 Kit, carton of 1 lyophilized drug vial and 2 SIRE Supplements.



REFERENCES

1. Barenfanger, J. 1993. Making your lab safe against multi-drug resistant Mycobacterium tuberculosis. Clin. Microbiol. Newsl.
15: 76-80.

2. Clinical and Laboratory Standards Institute. 2003. Approved Standard: M24-A. Susceptibility testing of mycobacteria, nocardiae,
and other aerobic actinomycetes. CLSI, Wayne, Pa.

3. BD Diagnostic Systems. BD BACTEC 460TB System Product and Procedure Manual.

4. Kent, P.T., and G.P. Kubica. 1985. Public health mycobacteriology: a guide for the level Il laboratory. USDHHS. Centers for
Disease Control, Atlanta.

5. Data on file at BD Diagnostic Systems.

6. Clinical and Laboratory Standards Institute. 1994. Tentative Standard: M24-T. Antimycobacterial Susceptibility Testing for
Mycobacterium tuberculosis. CLSI, Wayne, PA.

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

Change History

Revision Change Summary

(04) 2019-09 Converted printed instructions for use to electronic format and added access information to obtain
the document from BD.com/e-labeling.

Per Safety Data Sheet for catalog number 245127 added health hazard pictogram, signal word
“Danger”, all hazard & precautionary codes and statements for BD BACTEC MGIT 960 Ethambutol.
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Howmep o katanory / Katalogové Cislo / Kataloski broj / Katalog numarasi / Homep 3a katanorom / H %%

m Authorized Representative in the European Community / OtopusupaH npeactaeuten B EBponeiickata o6LwHocT / Autorizovany zastupce pro Evropském spolecenstvi / Autoriseret
repreesentant i De Europzaeiske Faellesskaber / Autorisierter Vertreter in der Européischen Gemeinschaft / E¢ouagioSotnuévog avtirpéowtrog oTnv Eupwrraikn KovétnTa /
Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Noukogus / Représentant autorisé pour la Communauté européenne / Autorizuirani predstavnik
u Europskoj uniji / Meghatalmazott képviselé az Europai Kézésségben / Rappresentante autorizzato nella Comunita Europea / EBpona KaybiMAacTbIfbIHAAFb! YOKINeTTi ekin /13
FEA2] 919 i3t / galiotasis atstovas Europos Bendrijoje / Pilnvarotais parstavis Eiropas Kopiena / Bevoegde vertegenwoordiger in de Europese Gemeenschap / Autorisert
representant i EU / Autoryzowane przedstawicielstwo we Wspdlnocie Europejskiej / Representante autorizado na Comunidade Europeia / Reprezentantul autorizat pentru
Comunitatea Europeand / YnonHoMoueHHbIl npeacTasuTens B EBponerickom coobuectse / Autorizovany zastupca v Eurépskom spolo¢enstve / Autorizovano predstavnistvo u
Evropskoj uniji / Auktoriserad representant i Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnosHosaxeHuit npeactasHuk y kpainax €C / [ 3 A A2 U %

In Vitro Diagnostic Medical Device / MeauuuHcku ypen 3a avarHoctvka uH BuTtpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk anordning
/ Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikr 1aTpIKA cuokeur} / Dispositivo médico para diagndstico in vitro / In vitro diagnostika meditsiiniaparatuur / Dispositif
médical de diagnostic in vitro / Medicinska pomagala za In Vitro Dijagnostiku / In vitro diagnosztikai orvosi eszkéz / Dispositivo medicale per diagnostica in vitro / >Kacanpgp!
Xargaiiaa XypriseTiH MeauumMHanslk guarHoctuka acnabel / In Vitro Diagnostic 2] 5 7] 7] / In vitro diagnostikos prietaisas / Medicinas ierices, ko lieto in vitro diagnostika / Medisch
hulpmiddel voor in-vitro diagnostiek / In vitro diagnostisk medisinsk utstyr / Urzagdzenie medyczne do diagnostyki in vitro / Dispositivo médico para diagndstico in vitro / Dispozitiv
medical pentru diagnostic in vitro / MeauuuHckwii npubop ans avarHoctvku 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 npucTpiit Ans aiarHocTuky in vitro / 7 4M2 W27 4 #

Temperature limitation / TemnepatypHu orpanunyenus / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Oeppokpaaiag / Limitacion de
temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / Hémérsékleti hatar / Limiti di temperatura / Temnepatypansl wektey /-5 #] & / Laikymo
temperatara / Temperattras ierobeZojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite de temperatura / OrpaHuyexune
Temneparypsl / Ohranicenie teploty / Ogranicenje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexenHst Temnepatypw / i £ i

“ Manufacturer / Mpouasoauten / Vyrobce / Fabrikant / Hersteller / KataokeuaoTig / Fabricante / Tootja / Fabricant / Proizvodac / Gyarté / Fabbricante / Atkapywbi / Al 23 4] /
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Batch Code (Lot) / Kog Ha napTupata / Kéd (Eislo) Sarze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikdg Traprtidag (Traptida) / Cédigo de lote (lote) / Partii kood / Numéro de
lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama kogpl / ¥l x| S =(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer / Batch-kode (parti) / Kod
partii (seria) / Codigo do lote / Cod de serie (Lot) / Koa naptum (not) / Kod série (3arza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot) / Kog naprii / fit'5 (T4t

Contains sufficient for <n> tests / CbabpxaH1eTo e focTaTbyHo 3a <n> TecTa / Dostateéné mnozstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests / Ausreichend fur <n>
Tests / Mepiéxel emrapkn 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 elegendd / Contenuto sufficiente per <n> test / <n> TectTepi yiwiH xeTkinikti / <n> H| 2~ E7} Z1-3] 334 / Pakankamas kiekis atlikti <n> testy / Satur
pietieckami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilo$¢ wystarczajacg do <n> testéw / Contetdo suficiente para <n>
testes / Continut suficient pentru <n> teste / [loctatouHo anst <n> Tectos(a) / Obsah vystaci na <n> testov / Sadrzaj dovoljan za <n> testova / Innehaller tillrackligt fér <n> analyser
/ <n> test igin yeterli malzeme igerir / Buctauntb ans axanisis: <n>/ &9 HEAT <n> Yl

Consult Instructions for Use / HanpaseTe cnpaBka B MHCTpyKUuKTe 3a ynotpeba / Prostudujte pokyny k pouZiti / Se brugsanvisningen / Gebrauchsanweisung beachten /
ZupBouleurteite 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 'uso / MaitaanaHy HyckaynbiFbIMeH TaHbichin anbiisis / A8 %1 3 3+ / Skaitykite naudojimo instrukcijas / Skatit lieto$anas pamacibu

/ Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as instrugdes de utilizagéo / Consultati instructiunile de utilizare / Cm.
PYKOBOACTBO No akcnnyataumm / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu / Se bruksanvisningen / Kullanim Talimatlar’'na basvurun / Iu. iHCTpyKuii 3
BUKOpUCTaHHS / 12 [l fi FH 16 1

Do not reuse / He nanonsgaite otHoBo / Nepouzivejte opakovaneé / Ikke til genbrug / Nicht wiederverwenden / Mnv emavaypnoiyotroigite / No reutilizar / Mitte kasutada korduvalt

/ Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Manpanan6anpia / A A& 4] / Tik vienkartiniam naudojimui / Nelietot atkartoti / Niet opnieuw
gebruiken / Kun til engangsbruk / Nie stosowa¢ powtdrnie / Nao reutilize / Nu refolositi / He ncnons3sosats nostopHo / Nepouzivajte opakovane / Ne upotrebljavajte ponovo / Far ej
ateranvandas / Tekrar kullanmayin / He BukopucToByBaTi nosTopHo / 1 27) 8 44 fii fi]

Serial number / CepueH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBudg / N° de serie / Seerianumber / Numéro de série / Serijski broj / Sorozatszam /
Numero di serie / Tontamarsik Hemipi / 2 & W 3. / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /NUmero de série / Numar de serie / CepuitHbiit Homep / Seri
numarasi / Homep cepii / /7515

For IVD Performance evaluation only / Camo 3a oueHka kayectBoTo Ha pabota Ha IVD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur fir IVD-
Leistungsbewertungszwecke / Mdvo yia agioAéynon amédoong 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 / XKacaHap!
xarfanga «npo6upka iliHge» AnarHoCTUKaa Tek XyMbICTbl Garanay ywi / IVD A5 3 7}l dj sl 45k AL-&- / 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 avaliagéo de IVD /
Numai pentru evaluarea performantei IVD / Tonbko Ans oueHkv kayecTBa anarHocTuku in vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici /
Endast for utvérdering av diagnostisk anvandning in vitro / Yalnizca IVD Performans degerlendirmesi igin / Tinbku 4ns ouiHioBaHHs sIKOCTI giarHocTvkm in vitro / ([ VD PEREVTAl

For US: “For Investigational Use Only”

Lower limit of temperature / loneH numut Ha Temnepatypata / Dolni hranice teploty / Nedre temperaturgreense / Temperaturuntergrenze / Katwrepo 6pio 8eppokpaaiag / Limite
inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / NajniZa dozvoljena temperatura / Alsé hémérsékleti hatar / Limite inferiore di temperatura /
TemnepaTypaHbIH TeMeHri pykcart weri / 313+ == / Zemiausia laikymo temperatra / Temperatiiras zemaka robeza /Laagste temperatuurlimiet / Nedre temperaturgrense / Dolna
granica temperatury / Limite minimo de temperatura / Limitd minima de temperatura / HuxHuit npeaen temnepartypbl / Spodna hranica teploty / Donja granica temperature / Nedre
temperaturgrans / Sicaklik alt siniri / MivimansHa Temneparypa / /% R

Control / KontponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contrdle / Controllo / Baksinay / 71 =& / Kontrolé / Kontrole / Controle / Controlo / KoHTporb / kontroll /
Kontpons / i} &

Positive control / MonoxuTenen koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©¢Tikég pdpTupag / Control positivo / Positiivne kontroll / Contréle positif /
Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH Gakbinay / ¥4 71 =% / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola dodatnia / Controlo positivo
/ Control pozitiv / MonoxuTenbHbIf KoHTporns / Pozitif kontrol / MoautusHuMi koHTpors / 4 Xt 5]

Negative control / OtpuuateneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / ApvnTikdg paptupag / Control negativo / Negatiivne kontroll / Contréle négatif
/ Negativna kontrola / Negativ kontroll / Controllo negativo / HeratueTik 6akbinay / &4 71 Neigiama kontrolé / Negativa kontrole / Negatieve controle / Kontrola ujemna /
Controlo negativo / Control negativ / OTpuuarensHbii koHTpons / Negatif kontrol / HeratusHuii kontposs / [ 5 5]

Method of sterilization: ethylene oxide / MeTon Ha cTepunusaums: etuneHos okeup / Zplsob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid / Sterilisationsmethode:
Ethylenoxid / MéBodog atooTeipwang: aiBulevoteidio / Método de esterilizacion: éxido 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 agici — aTUneH ToTbifbl / A% W
ol & @l A}o] = / Sterilizavimo budas: etileno oksidas / Sterilizésanas metode: etilénoksids / Gesteriliseerd met behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid

/ Metoda sterylizaciji: tlenek etylu / Método de esterilizag&o: éxido de etileno / Metoda de sterilizare: oxid de etilend / MeTton ctepunusauum: atuneHokeus / Metéda sterilizacie:
etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon yéntemi: etilen oksit / Metoa ctepunisauii: eTuneHokeuaom / K Jiik: HE L b
Method of sterilization: irradiation / MeToa Ha ctepunusauus: upaguauus / Zplsob sterilizace: zafeni / Steriliseringsmetode: bestraling / Sterilisationsmethode: Bestrahlung /
MéBodog amooTeipwong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation / Metoda sterilizacije: zracenje /
Sterilizalas mddszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus agici — ceyne Tycipy / 2% W : WA} / Sterilizavimo bidas: radiacija / Sterilizé$anas
metode: apstaro$ana / Gesteriliseerd met behulp van bestraling / Steriliseringsmetode: bestraling / Metoda sterylizacji: napromienianie / Método de esterilizagéo: irradiagéo /
Metoda de sterilizare: iradiere / MeToa ctepunusauuu: obnyyenue / Metdda sterilizacie: oZiarenie / Metoda sterilizacije: ozratavanje / Steriliseringsmetod: stralning / Sterilizasyon
yontemi: irradyasyon / MeTop cTepunisallii: onpomiHeHHsM / K i# J7i%: bt

Biological Risks / Buonoruynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / Biohoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid / Risques biologiques /
Bioloki rizik / Bioldgiailag veszélyes / Rischio biologico / Buonorusineik Tayekenaep / A+ 3+4 9131 / Biologinis pavojus / Biologiskie riski / Biologisch risico / Biologisk risiko /
Zagrozenia biologiczne / Perigo biolégico / Riscuri biologice / Buonoruyeckas onacHocTs / Biologické riziko / Bioloski rizici / Biologisk risk / Biyolojik Riskler / BionoriuHa HeGesneka
e /LSRN

Caution, consult accompanying documents / BHumaHue, HanpaseTe cnpaBka B npuapykasalyuTe gokymeHTun / Pozor! Prostuduijte si pfilozenou dokumentaci! / Forsigtig,

se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpoaooxr, cupBouleuTteite Ta ouvodeuTikG €yypaga / 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 / AGaitnaHpI3, TMICTi KyaTTapMeH TaHbICbiHbia / 52|, 55 A A 33 / Démesio, zidrékite pridedamus
dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon / Nalezy zapoznac sig z dotgczonymi
dokumentami / Cuidado, consulte a documentagéo fornecida / Atentie, consultati documentele insotitoare / BuumaHue: cm. npunaraemyto gokymentaumio / Vystraha, pozri
sprievodné dokumenty / PaZnja! Pogledajte priloZena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte verilen belgelere basvurun / YBara: gus. cynyTHio
noKymeHTaLito / /Ly, 1 2 B A SR .

Upper limit of temperature / FTopeH numuT Ha Temnepatypata / Horni hranice teploty / @vre temperaturgraense / Temperaturobergrenze / Avitepo 6plo 8eppokpaaiag / Limite
superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite superiore di
temperatura / TemnepaTtypaHblH pyKcaT eTinreH xoraprbl weri / %3 2% / Auksciausia laikymo temperatira / Aug$éja temperataras robeza / Hoogste temperatuurlimiet / @vre
temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limitd maxima de temperatura / BepxHuit npegen temnepatypbl / Horna hranica teploty / Gornja
granica temperature / Ovre temperaturgrans / Sicaklik Gst siniri / MakcumansHa Temnepatypa / i /% |- ff

Keep dry / Masete cyxo / Skladujte v suchém prostfedi / Opbevares tort / Trocklagern / ®uA&gre 10 oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec / Drzati na suhom

| Széraz helyen tartando / Tenere all'asciutto / Kyprak kyiige ycra / 113 %3l %] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tert / Przechowywac w stanie
suchym / Manter seco / A se feri de umezeala / He gonyckatb nonaganus snaru / Uchovavajte v suchu / Drzite na suvom mestu / Forvaras torrt / Kuru bir sekilde muhafaza edin /
Bepertu Big Bonoru / i {45 T4

Collection time / Bpeme Ha cbbupane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa gulMoyrg / Hora de recogida / Kogumisaeg / Heure de prélévement / Sati
prikupljanja / Mintavétel idépontja / Ora di raccolta / XKunay yaksitsl / <=3 4] 7} / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid prevetaking / Godzina pobrania / Hora de
colheita / Ora colectérii / Bpemsi c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac 3a6opy / 4} [7]

Peel / O6enere / Oteviete zde / Abn / Abziehen / ATrokoAAfoTe / Desprender / Koorida / Décoller / Otvoriti skini / Huzza le / Staccare / ¥cTiuri kabaTbiH anein Tacta / H17] 7] / Plésti
&ia / Atiimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / Otkneuts / Odtrhnite / Oljustiti / Dra isér / Ayirma / Bigkneitu / i

Perforation / Mepdopaums / Perforace / Perforering / Aiatpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / %1314 / Perforacija / Perforacija /
Perforatie / Perforacja / Perfuracéo / Perforare / Mepdopauusi / Perforacia / Perforasyon / Mepdopauis / % 4L
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Do not use if package damaged / He nanonseaiite, ako onakoskarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er beskadiget / Inhal
beschadigter Packungnicht verwenden / Mn xpnoipotroieite €dv n ouokeuaoia €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 oSteceno pakiranje / Ne hasznalja, ha a csomagolas sériilt / Non usare se la confezione & danneggiata

| Erep naket 6y3binFaH 6onca, naitnananba / 3 7] 4 7} <544 73 9- Ak-& %] / Jei pakuoté paZeista, nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken indien de
verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywad, jesli opakowanie jest uszkodzone / Nao usar se a embalagem estiver danificada / A nu se folosi
daca pachetul este deteriorat / He ucnons3sosats npu nospexaexunu ynakosku / Nepouzivajte, ak je obal poSkodeny / Ne koristite ako je pakovanje oSte¢eno / Anvand ej om
férpackningen ar skadad / Ambalaj hasar gérmiigse kullanmayin / He BukopucToByBaTi 3a nowwkompkeHoi ynakosku / WAL I, 1520 fd

Keep away from heat / Masete ot TonnuHa / Nevystavuijte pfiliSnému teplu / Ma ikke udseettes for varme / Vor Warme schiitzen / KpatrjoTe 1o pakpid amé 1n 8eppdtnTa / 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 xepae cakta

| & v]sjof 3/ Laikyti atokiau nuo Silumos Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for varme / Przechowywaé z dala od zrédet ciepta /
Manter ao abrigo do calor / A se feri de caldura / He narpeatb / Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far ej utsattas for véarme / Isidan uzak tutun / Bepertu Big
nii Tenna / 3 B A

Cut / Cpexere / Odstfihnéte / Klip / Schneiden / Kowrte / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecinia / Z+2}u] 7] / Kirpti / Nogriezt / Knippen / Kutt / Odcigé /
Cortar / Decupati / Otpesats / Odstrihnite / Ise¢i / Klipp / Kesme / Poapizatu / 5§

Collection date / [lata Ha cb6upaHe / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepounvia cuhhoyng / Fecha de recogida / Kogumiskuupéaev / Date de prélévement /
Dani prikupljanja / Mintavétel datuma / Data di raccolta / XXunaraH TisGekyHi / 5=5] ‘4% / Paémimo data / Savak$anas datums / Verzameldatum / Dato prevetaking / Data pobrania
/ Data de colheita / Data colectarii / Jata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / Jata 3a6opy / &4 [ 1]

pl/test / pLitect / pL/Test / pLiegétaon / pLiprueba / pliteszt / uL/H 2~ = [ mkn/tect / pLityrimas / pL/parbaude / ulL/teste / mkn/anania / uL/ il

Keep away from light / MazeTe ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatioTe 1o pakpid amd 1o ewg / Mantener alejado de la luz /
Hoida eemal valgusest / Conserver a l'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHrbinanraH xepae ycra / B2 3 &jof 3} /
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 lumin& / XpanuTb B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas fér ljus / Isiktan uzak tutun / Bepertu Big aii csitna / ii§ i 55 Y4k
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