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acc. to OSHA HCS

Date Prepared: 05/10/2016 Reviewed On: 05/03/2016

1 Identification

- Product Identifier:

- Product Name: BD BACTEC Plus Anaerobic/F

- Catalog Number: 442022

- Application of the substance / the mixture Laboratory Chemicals

- Details of the supplier of the safety data sheet
- Manufacturer/Supplier:
BD Diagnostic Systems
7 Loveton Circle
Sparks, MD 21152
Telephone: (410) 771 - 0100 or (800) 638 — 8663
Email Address: Technical_Services@bd.com
- Information Department: Technical Service
- Emergency telephone number:
In case of a chemical emergency, spill, fire, exposure, or accident, contact BD Diagnostic
Systems (410) 771-0100 or (800)-638-8663, or ChemTrec at (800) 424-9300.

2 Hazard(s) identification

- Classification of the substance or mixture
The product is not classified according to the Globally Harmonized System (GHS).

- Label elements

- GHS label elements Void
- Hazard pictograms Void
- Signal word Void

- Hazard statements Void
- NFPA ratings (scale 0-4)

0 Health =0
Flammability = 0
0 Reactivity = 0
- HMIS ratings (scale 0-4)

LM 0] Health =0
FIRE 0] Flammability =0

Reactivity = 0

- Other hazards

- Results of PBT and vPvB assessment
- PBT: Not applicable.

- VPVB: Not applicable.

us —
(Contd. on page 2)
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3 Composition/information on ingredients

- Chemical characterization: Mixture
- Description: Mixture consisting of the following components.

- Dangerous Components: Void
- Additional information Risk phrases refer to section 15.

4 First-aid measures

- Description of first aid measures

- General information No special measures required.

- After inhalation Seek medical treatment in case of complaints.

- After skin contact Immediately wash with water and soap and rinse thoroughly.

- After eye contact
Rinse opened eye for several minutes under running water. If symptoms persist, consult a
doctor.

- After swallowing If symptoms persist consult doctor.

- Information for doctor Show this product label or this SDS.

- Most important symptoms and effects, both acute and delayed
No further relevant information available.

-Indication of any immediate medical attention and special treatment needed
No further relevant information available.

5 Fire-fighting measures

- Extinguishing media

- Suitable extinguishing agents
C0O2, ABC multipurpose dry chemical or water spray. Fight larger fires with water spray or
alcohol resistant foam.

- Special hazards arising from the substance or mixture
No further relevant information available.

- Advice for firefighters

- Protective equipment: No special measures required.

6 Accidental release measures

- Personal precautions, protective equipment and emergency procedures Not required.
- Environmental precautions: Wipe up with damp sponge or mop.

- Methods and material for containment and cleaning up: No special measures required.
(Contd. on page 3)
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(Contd. of page 2)
- Reference to other sections No dangerous substances are released.

7 Handling and storage

- Handling

- Precautions for safe handling No special measures required.

- Information about protection against explosions and fires:
No special measures required.

- Conditions for safe storage, including any incompatibilities
- Storage
- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility:
Store away from oxidizing agents.
- Further information about storage conditions: None.
- Specific end use(s) No further relevant information available.

8 Exposure controls/personal protection

- Additional information about design of technical systems:
No further data; see Section 7.

- Control parameters

- Components with limit values that require monitoring at the workplace:
The product does not contain any relevant quantities of materials with critical values that
have to be monitored at the workplace.

- Additional information: The lists that were valid during the creation were used as basis.

- Exposure controls
- Personal Protective Equipment
- General protective and hygienic measures
The usual precautionary measures for handling chemicals should be followed.
- Breathing equipment: Not required.
- Protection of hands:

Chemical resistant gloves (i.e. nitrile, or equivalent).

- Eye protection: Safety glasses
- Body protection: Protective work clothing (lab coat).

(Contd. on page 4)

us —



Page 4/8

Safety Data Sheet
acc. to OSHA HCS

Date Prepared: 05/10/2016 Reviewed On: 05/03/2016

Product Name: BD BACTEC Plus Anaerobic/F

(Contd. of page 3)

9 Physical and chemical properties

- Information on basic physical and chemical properties
- General Information

- Appearance:
Form: Liquid
Color: Yellow tint
- Odor: Sulphurous

- Change in condition
Melting point/Melting range: Not determined
Boiling point/Boiling range: Not determined

- Flash point: Not applicable
- Danger of explosion: Product does not present an explosion hazard.
- Density: Not determined
- Solubility in / Miscibility with
Water: Soluble
- Other information No further relevant information available.

10 Stability and reactivity

- Reactivity No further relevant information available.
- Chemical stability
- Thermal decomposition / conditions to be avoided:
No decomposition if used according to specifications.
- Possibility of hazardous reactions No dangerous reactions known
- Conditions to avoid No further relevant information available.
-Incompatible materials: No further relevant information available.
- Hazardous decomposition products: No dangerous decomposition products known.

11 Toxicological information

- Information on toxicological effects

- Acute toxicity:

- Primary irritant effect:

-on the skin: No irritating effect.

-on the eye: No irritating effect.

- Sensitization: No sensitizing effects known.

- Additional toxicological information:
The product shows the following dangers according to internally approved calculation
methods for preparations:

(Contd. on page 5)
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The product is not subject to OSHA classification according to internally approved calculation
methods for preparations.

When used and handled according to specifications, the product does not have any harmful
effects according to our experience and the information provided to us.
This product or product container contains dry natural rubber latex.
- Carcinogenic categories
-1ARC (International Agency for Research on Cancer)
None of the ingredients is listed.

- NTP (National Toxicology Program)
None of the ingredients is listed.

- OSHA-Ca (Occupational Safety & Health Administration)
None of the ingredients is listed.

12 Ecological information

- Toxicity

- Aquatic toxicity: No further relevant information available.

- Persistence and degradability No further relevant information available.

- Behavior in environmental systems:

- Bioaccumulative potential No further relevant information available.

- Mobility in soil No further relevant information available.

- Ecotoxical effects:

- Other information:
The ecological effects have not been thoroughly investigated, but currently none have been
identified.

- Results of PBT and vPvB assessment

- PBT: Not applicable.

-vPvB: Not applicable.

- Other adverse effects No further relevant information available.

13 Disposal considerations

- Waste treatment methods

- Recommendation
Dispose of material in accordance with federal (40 CFR 261.3), state and local requirements.
This product is not considered a RCRA hazardous waste.
Smaller quantities can be disposed of with solid waste.

- Uncleaned packagings:

- Recommendation: Disposal must be made according to state and federal regulations.
(Contd. on page 6)
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-Recommended cleansing agent: Water, if necessary with cleansing agents.

(Contd. of page 5)

14 Transport information

- UN-Number

- DOT, ADN, IMDG, IATA Void
- UN proper shipping name

- DOT, ADN, IMDG, IATA Void

- Transport hazard class(es)
- DOT, ADN, IMDG, IATA

- Class Void
- Packing group
- DOT, IMDG, IATA Void
- Environmental hazards:
- Marine pollutant: No
- Special precautions for user Not applicable.
- Transport in bulk according to Annex Il of
MARPOL73/78 and the IBC Code Not applicable.
- Transport/Additional information: If "void" appears in the Hazard Class section

for the type of transportation, this indicates the
product is not regulated for transportation.

- UN "Model Regulation”: Void

15 Regulatory information

- Safety, health and environmental regulations/legislation specific for the substance or

mixture

- SARA Section 355 (extremely hazardous substances)

None of the ingredients is listed.

- SARA Section 313 (specific toxic chemical listings)

None of the ingredients is listed.

- TSCA (Toxic Substances Control Act)

All ingredients are listed.

(Contd. on page 7)
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- California Proposition 65 - Chemicals known to cause cancer
None of the ingredients is listed.

- California Proposition 65 - Chemicals known to cause reproductive toxicity for
females:

None of the ingredients is listed.

- California Proposition 65 - Chemicals known to cause reproductive toxicity for males:
None of the ingredients is listed.

- California Proposition 65 - Chemicals known to cause developmental toxicity:
None of the ingredients is listed.

- Carcinogenic categories
- TLV (Threshold Limit Value established by ACGIH)
None of the ingredients is listed.
- GHS label elements Void
- Hazard pictograms Void
- Signal word Void
- Hazard statements Void
- Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

16 Other information

To the best of our knowledge, the information contained herein is accurate. However, neither
Becton, Dickinson and Company or any of its subsidiaries assumes any liabilities whatsoever
for the accuracy or completeness of the information contained herein. Final determination of
suitability of any material is the sole responsibility of the user. All materials may present
unknown hazards and should be used with caution. Although certain hazards are described
herein, we can not guarantee that these are the only hazards that exist.

- Department issuing SDS:
Environmental, Health & Safety
Created by Michael J. Spinazzola
- Contact: Technical Service Representative
- Date of preparation / last revision 05/10/2016 / -

- Abbreviations and acronyms:
IMDG: International Maritime Code for Dangerous Goods
DOT: US Department of Transportation
IATA: International Air Transport Association
ACGIH: American Conference of Governmental Industrial Hygienists
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
NFPA: National Fire Protection Association (USA)
HMIS: Hazardous Materials Identification System (USA)
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
VvPVB: very Persistent and very Bioaccumulative
(Contd. on page 8)
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OSHA: Occupational Safety & Health
TLV: Threshold Limit Value
PEL: Permissible Exposure Limit
REL: Recommended Exposure Limit
ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement
concerning the International Carriage of Dangerous Goods by Road)
LC50: Lethal concentration, 50 percent
BEI: Biological Exposure Limit




& BD BACTEC™ Plus Anaerobic/F Culture Vials
Soybean-Casein Digest Broth in a Plastic Vial
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INTENDED USE

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

SUMMARY AND EXPLANATION

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

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

PRINCIPLES OF THE PROCEDURE

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

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

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

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

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

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

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

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

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



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

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

Storage Instructions

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

SPECIMEN COLLECTION

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

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

PROCEDURE

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

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

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

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

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

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

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

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

QUALITY CONTROL

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

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

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

Anaerobic Medium Organisms

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

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

« Staphylococcus aureus ATCC 25923

*CLSI-recommended strain

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



RESULTS

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

LIMITATIONS OF THE PROCEDURE

Contamination

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

Recovery of SPS Sensitive Organisms From Blood Samples

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

Nonviable Organisms

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

Antimicrobial Activity

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

Recovery of Streptococcus pneumoniae

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

General Considerations

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

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

EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS

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

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

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

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

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

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

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

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

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



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

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

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

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

AVAILABILITY

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

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

In Warnings and Precautions section, added recommendation to perform
molecular testings on positive blood cultures according to standard-of-care
practices and manufacturer’s instructions for use.
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Manufacturer / MpoussoauTen / Vyrobce / Fabrikant / Hersteller / Kataokeuaoig / Fabricante / Tootja / Fabricant / Proizvodac / Gyarto / Fabbricante / ATkapyuubi /
#1214l / Gamintojas / RaZotajs / Tilvirker / Producent / Producétor / MponssoauTens / Vyrobca / Proizvodaé / Tillverkare / Uretici / Bupo6Huk / 2£7%) T

Use by / Manonasaiite go / Spotfebujte do / Brug fer / Verwendbar bis / Xprion éwg / Usar antes de / Kasutada enne / Date de péremption / A}-& 7]} / Upotrijebiti
do / Felhasznalhatdésag datuma / Usare entro / [leviiH naitganaHyra / Naudokite iki / Izlietot ITdz / Houdbaar tot / Brukes for / Stosowac¢ do / Prazo de validade / A se
utiliza pana la / Uicnonb3osatk go / Pouzite do / Upotrebiti do / Anvénd fére / Son kullanma tarihi / Bukopuctatu golline / i i 1k H

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

rrrr-mMM-aa / rerr-MM (MM = kpasi Ha meceua)

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

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

JIJJ-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 16pp)

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)

HAOKAK-AA-KK / HKAKIK-AA / (AA = aiifibiH COHpl)

YYYY-MM-DD/YYYY-MM(MM = ¢1%)

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

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

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

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

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

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

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

rrrr-mm-ga / 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)

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

PPPP-MM-O1 / PPPP-MM (MM = kiHeup Micaus)

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

Catalog number / Katanoxer Homep / Katalogové &islo / Katalognummer / ApiBuég katahdyou / Nimero de catélogo / Katalooginumber / Numéro catalogue /
Katalo$ki broj / Katalégusszam / Numero di catalogo / Katanor Hemipi / 7F&- 2 71 ¥ 3. / Katalogo / numeris / Kataloga numurs / Catalogus nummer / Numer
katalogowy / Numér de catalog / Homep no katanory / Kataldgové Cislo / Kataloski broj / Katalog numarasi / Homep 3a katanorom / H 3%

Authorized Representative in the European Community / OTopuaupan npeactasuten B EBponeiickata obLyHocT / Autorizovany zastupce pro Evropském
spolecenstvi / Autoriseret repreesentant i De Europzaeiske Fzellesskaber / Autorisierter Vertreter in der Europaischen Gemeinschaft / E§ouaiodotnuévog
avTimpéowTog oTnv Eupwtraiki Koivétnta / 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 KaybIMAacTbifbiHAAFb! yokineTTi exin /15 &5 4 2] 919 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 / YnonHomou4eHHbIl NpeacraButens
B EBponeiickom coobLuectse / Autorizovany zastupca v Eurdpskom spologenstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i
Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnosHoBaxeHuit npeactasHuk y kpaiHax €C / [l 3& R AU 2%

In Vitro Diagnostic Medical Device / MeguumHcku ypen, 3a AuarHocTvka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikn 1atpikr) cuokeur / 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 MeauumHanbik Anardoctuka acnabs / In Vitro Diagnostic 2] = 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
[amarHocTuky 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 / MeauuHwit npucTpiii ans aiarHocTukm in vitro / {442 Wi 2297 3 4

Temperature limitation / TemnepatypHu orpaHnyenns / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaaciag / Limitacion
de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / Hémérsékleti hatar / Limiti di temperatura / TemnepartypaHbi wekTey /-2 =
A| % / Laikymo temperatara / Temperatiras ierobeZojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperaturd / OrpaHuyenne Temnepatypbl / Ohranicenie teploty / Ogranic¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexeHHs Temnepatypu
/L PR

Batch Code (Lot) / Kon Ha naptupara / Kod (islo) $arze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikdg mraprtidag (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)
/ Kog naprii / it5 It

Contains sufficient for <n> tests / CbabpxaHneTo e JocTaTbyHO 3a <n> TecTta / Dostate¢né mnozstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests /
Ausreichend fiir <n> Tests / Mepiéxer 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| 2~ E7} S35 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> testéw / Conteldo 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 avanisie: <n>/ & 4547 <n>
YA

Consult Instructions for Use / Hanpasete cnpaBka B MHCTpykLuuTe 3a ynotpeba / Prostudujte pokyny k pouZziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouAeureite 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 TaHbICkIN anbiHb3 / AH-8- A % 33 [ Skaitykite
naudojimo instrukcijas / Skatit lietoSanas paméacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as
instrucdes de utilizagdo / Consultati instructiunile de utilizare / Cm. pykoBoacTso no akcnnyartauuu / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlar’'na basvurun / [ue. iHCTpyKuUii 3 BUkopucTanHs / 152 [ fifi F 4 ]

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

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

For US: “For Investigational Use Only”

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Do not use if package damaged / He nsnonseaiite, ako onakoBkarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
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£ BD BACTEC Plus Anaerobic/F Culture Vials
Fiole de cultura BD BACTEC Plus Anaerobic/F
Bulion cu digerat de cazeina din soia intr-o fiola din plastic

8090999(08)

UTILIZARE SPECIFICA C E 2019-09

Romana
Mediul BD BACTEC Plus Anaerobic/F se utilizeaza intr-o procedura calitativa pentru cultura si recuperarea anaeroba a

microorganismelor (bacterii) din sdnge. Acest mediu este utilizat in principal cu dispozitivele BD BACTEC din seria cu fluorescenta.

REZUMAT $1 EXPLICATII

Proba care va fi testata este inoculata intr-una sau mai multe fiole, care sunt introduse in dispozitivul BD BACTEC din seria cu
fluorescenta pentru incubare si citire periodica. Fiecare fiola contine un senzor chimic, care poate detecta cresterea concentratiei

de CO, produs prin cresterea microorganismelor. Senzorul este monitorizat de dispozitiv la fiecare zece minute, pentru a detecta
cresterea gradului sau de fluorescenta, care este proportional cu cantitatea de CO, prezenta. O citire pozitiva indica posibila prezenta
in fiola a unor microorganisme viabile. Detectarea este limitata la microorganismele care vor creste intr-un anumit tip de mediu.

Au fost descrise rasini pentru tratarea mostrelor de sange, atat inainte, cat si dupa inocularea acestora in mediile de cultura. Rasinile au
fost incluse Tn mediul de culturda BD BACTEC pentru a potenta recuperarea organismelor, fard a mai fi nevoie de o procesare specialad.'

PRINCIPIILE PROCEDURII

Daca in proba pentru testare inoculata in fiola BD BACTEC exista microorganisme, cand acestea vor metaboliza substraturile
prezente in fiol&, se va produce CO,. Cresterea gradului de fluorescenta al senzorului din fiola, determinaté de cresterea
concentratiei de CO,, este monitorizata de dispozitivul BD BACTEC din seria cu fluorescenta. Analiza vitezei si a amplorii cresterii
concentratiei de CO, permite dispozitivului BD BACTEC din seria cu fluorescenta sa stabileasca daca fiola este pozitiva, adica daca
proba testata contine organisme viabile.

REACTIVI
Fiolele de cultura BD BACTEC contin, inainte de prelucrare, urmatoarele ingrediente reactive:
Lista ingredientelor BD BACTEC Plus Anaerobic/F (442022)
Apa prelucrata 30 mL
glv
Bulion cu digerat de cazeina din soia 3,0%
Extract de drojdie 0,4%
Digerat de tesut animal 0,05%
Aminoacizi 0,25%
Zahar 0,25%
Citrat de sodiu 0,02%
Polianetolsulfonat de sodiu (SPS) 0,05%
Vitamine 0,0006%
Antioxidanti/agenti reducatori 0,16%
Rasina adsorbanta neionica 13,4%
Rasina pentru schimb de cationi 0,9%

Mediile anaerobe sunt reduse in prealabil si distribuite cu CO, si N,. Este posibil ca aceasta compozitie sa fie adaptata pentru a
indeplini anumite cerinte de performanta.

Avertismente si precautii:

Fiolele de cultura preparate sunt utilizate in scopul diagnosticului in vitro.

Acest produs contine cauciuc natural uscat.

in probele clinice pot fi prezente microorganisme patogene, inclusiv virusurile hepatice si virusul imunodeficientei
umane. La manevrarea tuturor elementelor contaminate cu sange si alte lichide biologice trebuie respectate ,,Precautiile
standard”>® gi regulamentul institutiei.

Tnainte de utilizare, fiecare fiola trebuie cercetatd pentru a descoperi eventualele semne de contaminare, cum ar fi turbiditatea,
o0 membrana proeminenta sau infundata sau scurgerile. NU UTILIZATI nici o fiola care prezinta semne de contaminare. O fiola
contaminata poate contine presiune pozitiva. Daca se utilizeaza fiola contaminata direct pentru recoltare, gazul sau mediul de
cultura contaminat poate fi introdus in vena pacientului. Contaminarea fiolei poate sa nu fie imediat evidenta. Atunci cand se
practica recoltarea directa, supravegheati procedeul cu atentie, pentru a evita introducerea substantelor in pacient.

Tnainte de utilizare, fiolele trebuie verificate pentru a descoperi eventualele semne de degradare sau deteriorare. Nu trebuie utilizate
fiolele cu semne de turbiditate, contaminare sau discromie (opacifiere). In cazuri rare, o fiola poate fi insuficient etansatd. Continutul
fiolelor se poate scurge sau varsa, mai ales daca fiola este intoarsa. Daca fiola a fost inoculata, tratati cu precautie lichidul scurs sau
varsat deoarece poate contine organisme sau agenti patogeni. Inainte de a le inlatura, sterilizati prin autoclavare toate fiolele inoculate.
Fiolele cu culturi pozitive pentru subcultivare sau colorare etc.: inainte de recoltarea probelor este necesar sa eliberati gazul care se
formeaza, adesea, datorita metabolismului microbian. Recoltarea prelevatelor trebuie realizata, daca este posibil, intr-o boxa sigura
din punct de vedere biologic si trebuie purtata o imbracaminte protectoare corespunzatoare, inclusiv manusi si masti. Pentru mai
multe informatii referitoare la subcultivare, consultati capitolul Procedura.
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Pentru a reduce la minim posibilitatea scurgerilor in timpul inocularii mostrelor in fiolele de cultura, utilizati seringi cu ace
nedetasabile sau de tip BD Luer-Lok.

Testele moleculare efectuate pe culturi de sange pozitiv vor detecta atat organismele viabile, cat si pe cele neviabile care se gasesc
in mediul de cultura. De aceea, rezultatele testelor moleculare trebuie evaluate in conjunctie cu rezultatele coloratiei Gram, in
conformitate cu practicile standard de ingrijire, precum si cu instructiunile de utilizare ale producatorului.

Instructiuni de depozitare

Fiolele BD BACTEC sunt gata pentru utilizare asa cum au fost primite si nu necesita reconstituire sau diluare. Pastrati-le intr-un loc
racoros, uscat (2-25 °C), ferite de lumina directa.

RECOLTAREA MOSTRELOR

Mostrele trebuie recoltate utilizand tehnici sterile, pentru a reduce posibilitatea de contaminare. Studiile publicate au demonstrat
c& volumul recomandat al mostrei este de 8-10 mL.%'% Se recomanda ca mostra sa fie inoculata in fiolele BD BACTEC la

patul pacientului. Pentru a recolta proba se utilizeaza o seringa de 10 cc sau 20 cc cu varf marca BD Luer-Lok sau un suport
pentru ac marca BD Vacutainer si un set de recoltare a sangelui marca BD Vacutainer, un set de recoltare a sangelui marca

BD Vacutainer Safety-Lok sau alt set de tubulatura tip ,branula”. Daca se utilizeaza un ac si un set de tubulatura (recoltare directa),
trebuie urmarita cu atentie directia de curgere a sangelui la inceputul recoltarii probei. Vidul din fiola depaseste, de obicei, 10 mL,
astfel incat utilizatorul trebuie sa urmareasca volumul colectat cu ajutorul gradatiilor de 5 mL aflate pe eticheta fiolei. Desi se pot
utiliza si probe cu volume mai mici, de pana la 3 mL, recuperarea nu va avea aceeasi eficienta ca in cazul volumelor mai mari.
Fiola BD BACTEC inoculata trebuie transportata la laborator cat mai repede.

PROCEDURA

Indepartati capacul detasabil din varful fiolei BD BACTEC si examinati fiola, pentru a descoperi eventuale semne de crapéturi,
contaminare, turbiditate excesivd, membrana proeminenta sau infundata. NU UTILIZATI daca se observa orice defect. Inainte de
inoculare, stergeti membrana cu alcool (iodul nu este recomandat). Injectati aseptic sau recoltati direct o proba de 8—10 mL per fiola.
Daca se utilizeaza volume ale probelor intre 3—7 mL, recuperarea nu va fi la fel de eficienta ca pentru volume mai mari (consultatj
Limitarile procedurii). Fiolele inoculate trebuie introduse in dispozitivul BD BACTEC din seria cu fluorescenta cat mai repede
posibil, pentru incubatie si monitorizare. Daca se intarzie asezarea in dispozitiv a unei fiole inoculate si este evidenta cresterea
bacteriana, atunci fiola nu trebuie testata cu dispozitivul BD BACTEC din seria cu fluorescentd, ci mai degraba trebuie subcultivata,
colorata Gram si tratata ca o fiola presupus pozitiva.

Fiolele introduse in dispozitiv vor fi testate automat la fiecare zece minute, pe toata durata protocolului de testare. Fiolele pozitive
vor fi recunoscute de dispozitivul BD BACTEC din seria cu fluorescenta si identificate ca atare (consultati Manualul utilizatorului
dispozitivului BD BACTEC din seria cu fluorescenta adecvat). Senzorul din interiorul fiolei nu va avea un aspect vizibil diferit in
fiolele pozitive si negative, insa dispozitivul BD BACTEC din seria cu fluorescenta poate determina diferenta de fluorescenta.

Daca, la sfarsitul perioadei de testare, o fiola negativa apare vizual pozitiva (adica sdnge brun, membrana proeminenta si/sau sange
lizat), aceasta trebuie subcultivata si colorata Gram si tratata ca o fiola presupus pozitiva.

Pentru fiolele pozitive trebuie efectuate subcultivari si coloratii Gram. In marea majoritate a cazurilor, organismele vor fi observate

si poate fi intocmit un raport preliminar pentru medic. Din lichidul continut in fiolele BD BACTEC se pot prepara subculturi pe medii
solide si poate fi realizat un test direct de sensibilitate antimicrobiana preliminar.

Subcultivarea: Inainte de subcultivare, punetj fiola in pozitie verticala si plasati o compresa cu alcool deasupra membranei. Pentru
a crea presiune in fiola, utilizati o unitate de ventilatie adecvata (nr. cat. BD 249560, sau echivalent). Acul trebuie scos dupa ce
presiunea este eliberata si inainte de a prelucra proba pentru subcultivare. Insertia si extragerea acului trebuie efectuate printr-o
miscare liniara, evitdnd orice miscari rotatorii.

CONTROL DE CALITATE

Cerintele controlului de calitate trebuie indeplinite conform reglementarilor locale, nationale si/sau federale in vigoare sau cerintelor
de acreditare si procedurilor de laborator standard pentru controlul de calitate. Se recomanda ca utilizatorul sa apeleze la ghidurile

adecvate CLSI si reglementarile CLIA pentru tehnici adecvate ale controlului de calitate.

NU UTILIZATI fiole de cultura cu termenul de valabilitate depasit.

NU UTILIZATI fiole de cultura ce prezinta crapaturi sau defecte; aruncati fiola in maniera corespunzatoare.

Certificate de control al calitatii sunt furnizate cu fiecare cutie de medii. Certificatele de control de calitate enumera organismele pentru
testare, inclusiv culturile ATCC specificate in standardul CLSI M22, Quality Control for Commercially Prepared Microbiological Culture

Media (Controlul de calitate pentru mediile de cultura microbiologica preparate in scop comercial). Intervalul de timp pentru detectare,

exprimat in ore, a fost < 72 ore pentru fiecare organism enumerat in certificatul de control de calitate aferent acestui mediu:

Organisme de mediu anaerob

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

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

« Staphylococcus aureus ATCC 25923

*Tulpina recomandata de CLSI

Pentru informatii privind controlul de calitate pentru dispozitivul BD BACTEC din seria cu fluorescenta, consultati Manualul
utilizatorului pentru dispozitivul BD BACTEC din seria cu fluorescenta adecvat.
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REZULTATE

O proba pozitiva este determinata de dispozitivul BD BACTEC din seria cu fluorescenta si indica prezenta probabila a
microorganismelor in fiola.

LIMITARILE PROCEDURII

Contaminarea

Este necesara o atentie sporita pentru a preveni contaminarea probelor in timpul recoltarii si inocularii in fiola BD BACTEC. O proba
contaminata va determina o valoare pozitiva, dar nu va reprezenta o proba relevanta clinic. O astfel de determinare trebuie realizata
de catre utilizator pe baza a unor factori ca tipul organismului recuperat, prezenta aceluiasi organism in culturi multiple, istoricul
pacientului etc.

Recuperarea organismelor sensibile SPS din prelevate de sange

Datorita faptului ca sangele poate neutraliza toxicitatea SPS fata de organismele sensibile la SPS (cum ar fi Peptostreptococcus
anaerobius), prezenta volumului maxim de sange (de exemplu, pana la 10 mL) poate optimiza recuperarea acestor organisme.
Pentru a permite cresterea organismelor sensibile la SPS atunci cand sunt inoculati mai putin de 8 mL de sange, se poate adauga
sange uman integral.

Organisme neviabile

O lama colorata Gram dintr-un mediu de cultura poate contine un numar mic de organisme neviabile derivate din constituentii
mediului, reactivi de colorare, ulei de imersie, lamele de sticla si mostre utilizate pentru inoculare. In plus, proba pacientului poate
contine organisme care nu se vor dezvolta in mediu de cultura sau in mediile utilizate pentru subculturi. Astfel de probe trebuie
subcultivate, in mod corespunzator, pe medii speciale.

Activitate antimicrobiana

Neutralizarea activitatii antimicrobiene de catre rasini variaza in raport cu nivelul dozajului si al programarii recoltarii probei.
Utilizarea aditivilor suplimentari trebuie luata in considerare in anumite situatii; de exemplu, adaugarea penicilinazei cand se
utilizeaza terapia p-lactamica.

Recuperarea Streptococcus pneumoniae

in medii aerobe, S. pneumoniae va fi, in mod caracteristic, pozitiv, atat vizual, cat si in dispozitiv, dar in unele cazuri nu va fi
observat niciun organism in coloratie Gram sau recuperat din subculturile obisnuite. Daca a fost inoculata, de asemenea, o fiola
anaeroba, organismul poate fi recuperat, de obicei, prin subcultivarea aeroba din fiola anaeroba, din moment ce s-a raportat ca
organismul poate creste si in conditii anaerobe.

Considerente generale

Recuperarea optima a izolatelor poate fi atinsa prin adaugarea a 8—10 mL de sange.®-'? Utilizarea unor volume mai mici sau mai
mari poate afecta recuperarea si/sau timpii de detectare a organismelor ca Peptostreptococcus anaerobius, Finegoldia magna si
Peptoniphilus asaccharolyticus. Sangele poate contine agenti antimicrobieni sau alti inhibitori care, de asemenea, pot incetini sau
impiedica cresterea microorganismelor. Pot rezulta citiri fals negative in cazul in care anumite organisme prezente nu produc destul
CO, pentru a fi detectat de catre sistem sau daca o parte importanta a cresterii a avut loc inainte de introducerea fiolei in sistem.
Valorile fals pozitive pot aparea atunci cand numarul de leucocite este mare. Pentru acest dispozitiv a fost utilizat protocolul implicit
de 5 zile pentru testarea analitica, iar protocoalele cu durate mai mari de 5 zile nu au fost evaluate.

Datorita naturii materialelor biologice ale produselor de tip mediu de cultura si a variabilitaii inerente a organismelor, utilizatorul
trebuie sa fie constient de posibilitatea variabilitatii rezultatelor la recuperarea anumitor microorganisme.

VALORI ESTIMATE $I CARACTERISTICI DE PERFORMANTA SPECIFICE

Performanta mediului BD BACTEC Plus Anaerobic/F in fiole din sticla a fost stabilita printr-un numar de studii clinice externe.'*12
Studiile de insamantare in laborator efectuate de BD au indicat o performanta echivalenta a mediului BD BACTEC Plus Anaerobic/F
in fiole din plastic, in comparatie cu mediul BD BACTEC Plus Anaerobic/F in fiole din sticla."

Un total de 528 de perechi de seturi cu 10 pana la 100 UFC per fiola au fost evaluate in ceea ce priveste recuperarea, folosind

un set divers de microorganisme izolate frecvent in culturi de sange. Dintre cele 528 de perechi de seturi, 442 seturi au recuperat
organisme atat in mediul BD BACTEC Plus Anaerobic/F in fiola din plastic, cat si in mediul BD BACTEC Plus Anaerobic/F in

fiola din sticla. Mediul BD BACTEC Plus Anaerobic/F in fiola din plastic a recuperat organisme in paisprezece cazuri in care

mediul BD BACTEC Plus Anaerobic/F in fiola din sticla nu a recuperat organisme. Au existat 70 de perechi de seturi care nu

au fost detectate nici in mediul BD BACTEC Plus Anaerobic/F in fiole din sticla, nici in cel in fiole din plastic. Au existat doua

cazuri in care mediul BD BACTEC Plus Anaerobic/F in fiola din plastic nu a detectat organismele inoculate detectate de mediul

BD BACTEC Plus Anaerobic/F in fiola din sticla: un duplicat al Bacteroides fragilis inoculat cu 98 UFC si un duplicat al Fusobacterium
nucleatum inoculat cu 38 UFC. Bacteroides fragilis a crescut si a fost detectat in noul dispozitiv de 22 din 24 de ori la 98 UFC per
fiola si Fusobacterium nucleatum a crescut si a fost detectat in noul dispozitiv de 21 din 22 de ori la 38 UFC per fiola. Nici mediul

BD BACTEC Plus Anaerobic/F in fiola din plastic, nici mediul BD BACTEC Plus Anaerobic/F in fiola din sticla nu au recuperat

24 de perechi de duplicate ale Finegoldia magna la 25 UFC/fiola si Peptostreptococcus anaerobius la 61 si 39 UFC/fiola (cate

12 duplicate fiecare), la toate perechile de duplicate neobservandu-se nicio crestere dupa subcultura terminald. in plus, ambele tipuri
de fiole au prezentat performante variabile in ceea ce priveste Peptoniphilus asaccharolyticus: mediul BD BACTEC Plus Anaerobic/F
in fiola din plastic a recuperat 7 perechi de duplicate, iar mediul BD BACTEC Plus Anaerobic/F in fiola din sticla a recuperat 3 perechi
de duplicate, ambele tipuri de fiole neputand recupera 17 perechi de duplicate. Diferenta de durata medie necesara pentru detectare
dintre perechile de seturi a fost de 4,62 minute, in favoarea mediului BD BACTEC Plus Anaerobic/F in fiola din plastic.



Au existat doua rezultate fals negative (anume, la sfarsitul protocolului, fiole considerate negative de dispozitiv cu rezultate

finale pozitive in urma subculturii), observate la utilizarea mediului BD BACTEC Plus Anaerobic/F in fiola din plastic:

Peptoniphilus asaccharolyticus inoculat la 46 UFC si Porphyromonas asaccharolytica (anterior Bacteroides melaninogenicus subsp.
asaccharolyticus) inoculat la 0 UFC.

C. perfringens (MIC < 0,05 pg/mL) testat cu meropenem la 0,05 pg/mL nu a fost recuperat in mediul BD BACTEC Plus Anaerobic/F,
nici in fiole din sticla, nici in fiole din plastic. Bacteroides fragilis (MIC < 0,5 pug/mL), Enterococcus faecalis (MIC 4 pg/mL) si
Staphylococcus aureus (MIC 0,065 pg/mL) au putut creste si fi detectate in mediul BD BACTEC Plus Anaerobic/F, atat in fiola

din sticla, cat si in fiola din plastic, cu concentratii de meropenem mai mari decat MIC respective, un duplicat al S. aureus nefiind
recuperat in fiola din plastic.

Urmatoarele organisme au fost evaluate in studiile analitice: Bacteroides fragilis, B. ovatus, B. thetaiotaomicron, B. vulgatus,
Clostridium histolyticum, C. novyi, C. perfringens, Enterococcus faecalis, E. faecium, Escherichia coli, Finegoldia magna,
Fusobacterium nucleatum, Klebsiella pneumoniae, Peptoniphilus asaccharolyticus, Peptostreptococcus anaerobius, Porphyromonas
asaccharolytica, Staphylococcus aureus, S. epidermidis, Streptococcus agalactiae, S. pneumoniae, S. pyogenes si Veilonella parvula.
La testarea limitei de detectie microbiana, 312 de perechi de seturi au fost testate in total, la niveluri de inoculare tinta de 0—1 si
1-10 UFC per fiola. Acest studiu a fost proiectat pentru a evalua capacitatea mediului de cultura din sange BD BACTEC testat

sa detecteze o UFC, daca este prezenta. Dintre cele 312 de perechi testate, 155 au crescut si au fost detectate de ambele
dispozitive, iar 76 nu au fost detectate de niciunul dintre dispozitive. Doudzeci si opt de culturi au crescut si au fost detectate doar
in mediul BD BACTEC Plus Anaerobic/F in fiola din sticla. Cincizeci si trei de culturi au crescut si au fost detectate doar in mediul
BD BACTEC Plus Anaerobic/F in fiola din plastic.

DISPONIBILITATE

Nr. cat. Descriere
442022 BD BACTEC Plus Anaerobic/F Medium, cutie cu 50 de fiole din plastic
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Pycckun

HA3HAYEHUE

MurtatenbHas cpena BD BACTEC Plus Anaerobic/F ncnonb3yetcs Ans ka4eCTBEHHOIO aHanuaa B XoAe aHaspobHoro
KyNbTUBMPOBAHUS U BbIOENEHNS U3 KPOBM HEKOTOPbIX MUKPOOpraHn3moB (baktepuii). B ocHoBHOM 3Ta cpefia ncnonb3yercs
COBMeCTHO ¢ npubopamu cryopecueHTHon cepumn BD BACTEC.

KPATKWUIA OB30P U OMUCAHUE

Mccnegyembin obpasel 3aceBaeTcs B OAWH UITM HECKOMbKO (priakoHOB, nocre Yero dnakoHbl nomelyatorcs B npubop BD BACTEC
GnyopecueHTHON cepun Anst UHKybGaumm 1 perynspHoro CHMTbIBaHUS NokasaHui. Kaxabii onakoH CoOoepKUT XMMUYECKUIA OaTumK,
PEervcTpUpyHoLLWii NoBbILeHne KoHueHTpauun CO, B pesynsrarte pocTta MUKpOOopraHnamoB. Kaxable AecaTb MUHYT npuGop cHUMaeT
noKasaHusa farymka — yBerimyeHre ypoBHA qrlyopecLeHLm AaTymka nponopLmoHansHo KoHueHTpauum CO,,. MonoXutensHbIN
pesynbrar ykasbiBaeT Ha NPeanonoXuTenbHOe NpUCyTCTBUE BO (hrakoHe XMU3HECNoCObHbIX MUKpOoopraHnamoB. O6HapykunsaTcs
TONbKO MUKPOOPraHn3Mbl, pacTyLume Ha NMTaTenbHON cpeae KOHKPETHOro Tuna.

OnucaHo npumeHeHue cmon B xoae obpaboTku obpasLoB KpoBUM A0 3aceBaHNs Ha Cpeay Ans KyNbTUBMPOBaHWS U NOCIE Hero.

B cpeny ons kynstuempoBaHus BD BACTEC BkntoYeHbl CMOrbl, KOTOpPblE CMOCOBCTBYHOT BblAENEHNIO MUKPOOpraHM3moB 6e3
cneuyvanbHon o6paboTkn'—.

NPUHLMNbI METOOAUKA

Ecnu B TectoBom 0bpasue, 3acesiHHoM Bo chnakoH BD BACTEC, npucyTCTBYHOT MUKPOOPraH1u3Mbl, TO MpW NOMMOLLEHUN MUKpobamu
cy6cTpara, cogepxaleroca Bo dnakoHe, Beipabateisaetca CO,. Mpubop BD BACTEC chnyopecueHTHOM cepumn pernctpupyet
yBenuyeHne YpoBHaA ryopecLeHUmMm aTyrka Bo riakoHe, Bbi3BaHHOE MoBbiLLeHneM KoHueHTpaumm CO,. AHanms ckopocTtn 1
YPOBHA NpupocTa koHueHTpauun CO, nossonseT npuéopy BD BACTEC dhrniyopecueHTHO cepun onpeaenuTb, SBMSeTcs N onakoH
MONOXUTENbHbBIM, T. €. COAEPXKATCS 1Y B UCMbITYEMOM 06pasLie XXUM3HECNOCOOHbIE MUKPOOPraHM3MbI.

PEATEHTbI
[o noceBa dnakoHbl Ans kynstusnposaHus BD BACTEC cogepxaTt cneayioLLme peareHToCnoCo6Hble MHIPeaneHThl.
CnMUCOK MHIrpeaUeHToB BD BACTEC Plus Anaerobic/F (442022)
ObpaboTtaHHas Boga 30 mn
mMacc./0b.
MuTatenbHbIN COEBO-Ka3eNHOBBIN BynbOH 3,0 %
[poxokeBomn 3KCTPaKT 0,4 %
[MepeBap XNBOTHOM TKaHM 0,05 %
AMUHOKMCIIOTHI 0,25 %
Caxap 0,25 %
Hatpus uutpat 0,02 %
Hatpusa nonnanetoncynbdoHat (MACH) 0,05 %
ButamuHebl 0,0006 %
AHTMOKCMAAHTLI/BOCCTAHOBUTENN 0,16 %
HewvoHHas agcopbupytoLas cmona 13,4 %
KatnoHoobmMeHHasi cmona 0,9 %

AHaspobHble cpeabl NpeasapuTensHO BoccTaHasnmeatotes v pacnpegensotcs ¢ CO, u N,. CocTaB MOXeT GbiTb U3MEHEH Af1s
COOTBETCTBUSA KOHKPETHBIM TEXHUYECKMM TpeboBaHusM.

MpeaynpexpeHnsa n mepbl NPeAOCTOPOXHOCTU

MoproToBneHHble dnakoHbl AN KynsTUBMPOBAHWA NpeaHasHadveHbl ANS AMarHoCTUKW in vitro.

IMpoayKT COAepXUT CyxOWN HaTypanbHbIN Kaydyk.

B knuHnyeckux obpasuax MOryT NnpucyTCTBOBaTb NaToreHHble MUKPOOPraHu3mbl, B TOM YnChe BMPYCbl renatuta

1 BUpyc ummyHoaedmumrta yenoseka (BUY). Mpu pabore ¢ nobbiMu npeameTamu, 3arpsisHeHHbIMU KPOBbLIO UK
OpYrumMu 6MonorMYecKMMm XuaKocTsiMu, crieayet cobnoaaTh CTaHAApPTHbIE MePbl NPeA0CTOPOXHOCTUS® U MHCTPYKUMK
yupexpaeHus.



Mepen ncnonb3oBaHNeM Kaxabivi hrnakoH HeobXoaMMO NMPOBEPUTL Ha NPU3HAKKN 3arps3HeHns (MOMyTHeHVe pacTBopa,
BbINMpPaoLL@s N BTAHyTas Membpana, yteukn). HE VICMOJb3YMUTE dnakoHb! ¢ npusHakamu sarpssHeHus. Copepkumoe
3arpsi3HEHHOro oriakoHa MOXET MMETb MONOXMTENbHOE AaBnenne. Ecnu 3arpasHeHHbIN onakoH nenonb3yetcs AN NpsMoro
3abopa obpasLa, To B BEHy NauneHTa MoOXeT OblTb 0OpaTHbIM TOKOM 3aHECEH ra3 UMK 3arpsis3HeHHas nuTaTenbHasi cpeqa.
3arpsasHeHve hrakoHa MOXeT ObITb BHELLHe Heo4eBUAHO. Ecnn npumenseTca TexHonorusi npsimoro 3abopa obpasua, BHUMaTenbHO
crneguTe 3a npoueccoM, Y4Tobbl n3bexaTb NoacacbiBaHNS MaTepyarnos B TENO NauueHTa.

Mepen Mcnonb3oBaHNEM HYXXHO OCMOTPETb (hrakoHbl Ha NpeaMeT NoBpexaeHnii nnu aedektos. Ecnv Bo donakoHax Habntogaetcs
NOMyTHEHMWe, 3arpsi3HeHNe Unu n3MeHeHne (NoTeMHeHue) LBeTa, UX UCcnonb3oBaTb He criefyeT. B pegkux criydasx gpnakoH
MOXeT BbITb HeJOCTAaTOYHO XOpPOoLUO 3aneyartaH. Cogepxmmoe riakoHa MOXET NnoaTekaTb U NponmMBaThbCsl, 0COGEHHO npu
nepesopaunBaHum donakoHa. Ecnv conakoH 3acesiH, crnegyeTt 04eHb OCTOPOXHO OTHOCUTBCS K YTEYKE U MPOMUTUIO COAEPXKMMOro —
rnakoH MOXET cofepKaTb NaToreHHble MUKPOOPraHn3mbl UMK areHThbl. [epen yTunusaunen npocTepunmnsyinTe Bce 3acesiHHble
dnakoHbl B aBTOKNaBe.

MpenocTtepexeHue Npu nepecese, OKpaLLMBaHUN U APYrMX MaHUNYNAUUSX ¢ doriakoHamMuy, AaBLUMMU NMONOXUTENbHbINA

pe3ynbTat: nepes B3sTMemM obpasua HeobXxoanMOo BbINyCTUTL a3, KOTOPbI YacTo 06pasyeTcsi B NPOLIECCe XU3HEAEATEeNbHOCTN
MUWKpOOpraHn3moB. BasTne o6pa3sLoB He06X0AMMO MO BO3MOXHOCTU BbIMNOSHATL B GUONOrMYecky 3aLlyLLeHHOM NOMELLEHNM,
MCMonb3ys 3aLUMTHYI CNeLoaexay, B TOM Yicne nepyatku u macky. [lononHuTenbHble CBEAEHUSI MO NEPECEBY CM. B pasgerne
«MeTogukay.

YTtobbl CBECTU K MMHUMYMY BO3MOXHOCTb YTEYKM MaTepuarna Bo BpeMsi noceBa obpasLia Bo hriakoHbl, NCMOMb3ynTe LWNpuLbl ¢
NOCTOSIHHO 3aKPEMeHHbIMY UrnamMmn nnm HakoHevHnkamu BD Luer-Lok.

MOﬂeKyﬂﬂprle TeCTbl, BbIMOMTHAEMbI€ Ha NONMOXUTENbHbIX rEMOKYIbTypax, BbIABMAKT Kak XKM3HECNOoCOobHbIE, TaK U
HEeXM3HecnocobHble MWUKPOOPraHm3mbl, KOTOPbl€ YaCTO BCTpPEYakTCA B cpeaax Ana KynbTBUpOBaHUA. I'IoeTomy pesynbrathbl
MONEKYnApHbIX TECTOB CrieyeT OueHnBaTb B COMETAHUU C pe3dynbrataMmu okpallmBaHua no I'pamy B COOTBETCTBUMN CO
CTaHAAPTHbIMU NPaKTUKaMu, a Takke MHCTPYKUMAMU MO NPpUMEHEHUI0, NpeaocTaBieHHbIMW NPOU3BOAUTESNEM.

YcnoBus xpaHeHus

PnakoHbl BD BACTEC noctaBnsitoTcsi B roTOBOM K MCMOSb30BaHMIO BUAE U HE TPeDbyoT BOCCTaHOBNEHUSI Unn pa3baBneHus.
XpaHuTe driakoHbl B CyxoM, NpoxrnagHom mMecTe (2—25 °C), Baanu ot npsiMoro ceeTa.

CBOP OBPA3LOB

YT06bl CHU3WTL BEPOSITHOCTb 3arpsis3HeEHUs], 06pasLibl 4OMKHbI 3abupaTbesi ¢ cobnogeHnem ctepunbHocTu. CornacHo
ony6rMKoBaHHbIM pesynsTatam UCCriefoBaHuin pekoMmeHayembin o6bem obpasua coctaenseT 8—10 mn®'0. PekomeHayetcs
3aceBaTb 0b6pasLpbl Bo rnakoHsl BD BACTEC HenocpeacTBeHHO y noctenu 6onbHoro. Ans B3sTns ob6pasLa Hy>HO UCNonb3oBaThb
wnpwy 10 nnm 20 mn ¢ pmpmeHHbIM HakoHeuHnkom BD Luer-Lok unu donpmeHHbim gepxatenem urnbl BD Vacutainer Needle
Holder, covpmeHHbI komnnekT Ans 3a6opa kposu BD Vacutainer Blood Collection Set, komnnekT ans 3a6opa kposu BD Vacutainer
Safety-Lok Blood Collection Set nu6o nto6oii gpyroi komnnekT Tpy6ok Tuna «6aboykay. Mpu UCNonbL30BaHUM UMbl U KOMMNEKTa
Tpy6ok (npsimoit 3a6op) BHUMATENBHO CrieanTe 3a HanpasrieHeM Toka KPOBUM B Havane B3aTus obpasua. [laBneHusi Bakyyma

BO chnakoHe 0bbl4HO xBaTaeT bonee yeM Ha 10 M KPOBU — BHUMATENbLHO crneauTe 3a 3abrpaembiM 06GLEMOM, UCMONb3YS
LKany ¢ AeneHnsamu 5 Mn, HaHeCEHHYH0 Ha 3TUKETKY driakoHa. Hebonblune o6bembl 06pa3LoB, HanpuMep 3 M, Takke MOXHO
1Ccnonb3oBaTb, HO BbiAeneHne He ByaeTt TaknM xe aheKTUBHbBIM, Kak MpW UCNOoNb30BaHUM BoMbLUNX 06bEMOB. 3acesHHbIN
c¢nakoH BD BACTEC Heo6xoauMo He3aMeanuTenbHO TPaHCNOPTUPOBaThL B flabopaTopuio.

METOOMKA

CHumMmuTe oTnambliBatoLmincs konnayok drakoHa BD BACTEC n ocmoTpuTe doriakoH Ha MpeaMeT TPELLMH, 3arpsisHeHni,
136LITOYHON MYyTHOCTM, BLINUPAIOLLIEN UMK BTAHYTOI MemBpaHbl. HE UCMONMBb3YUTE dnakoH, ecriv oB6HapyseH aedekT. Mepen
NoceBOM MNPOTpUTE MEMOPaHy TaMNOHOM, CMOYEHHbBIM CIMPTOM (UCMOMNb30BaHve ofa He pekomeHayetcs). Cobnogas npasuna
acenTvkv, BBeanTe unmn 3abepute Hanpsamyto 8—10 mn obpasua B kaxabl drakoH. Ecrniv ncnonbeaytotca obpasusl oobemom

3—7 mn, BblAeneHve He OyaeT Takum xe acpdeKTUBHBIM, Kak B criydae ¢ 6onblummy obbemamu (cM. pasgen «OrpaHnyeHus
MEeToaMKNY). 3acesiHHble hnaKkoHbl AOMKHbI ObITb He3amMeanuTenbHO NomeleHbl B npuéop BD BACTEC cdnyopecueHTHOM
cepum Ans nHKybauum n HabnogeHns. Ecnu 3acesHHbIN hnakoH He Obin cpady nomelleH B Npubop 1 HabnaaeTcs 3aMeTHbIN
POCT MMKPOOPraHM3MOB, TO 3TOT (oNakoH Henb3si nccnegoBaTth ¢ nomoLlbio Npubopa BD BACTEC cnyopecueHTHoM cepum.

B atom cniyvae cogepxumoe rnakoHa Hy>XHO nepecesTb 1 oKpacuTb Nno pamy, a cam rakoH cHMTaTh NPEANONOXUTENBHO
NMONOXUTENMbHbBIM.

PnakoHbl, NomeLLaemble B PMBop, aBTOMaTUHECKN NPOBEPSIOTCA KaXKable AeCATb MUHYT Ha NPOTSXXEeHUW BCero nepunoaa
OencTBus npotokona ucnbitaHuin. Mpubop BD BACTEC driyopecLeHTHOM cepym onpeaensieT NonoxuTenbHble donakoHbl

(cm. cooTBeTCTBYHOLEE PykoBoacTBo nonb3osatenst npuéopa BD BACTEC cnyopecueHTHol cepum). [atunku dorakoHoB

C NOMNOXUTENbHBIM Y OTPULATENBbHBIM pedynbTatamy BHeLLHe He oTnuyatotces. OgHako npubop BD BACTEC criyopecueHTHOM
cepun 0BHapYXMT pasHuLy B ypoBHe dryopecLieHLun.

Ecnu B kOHUEe nepuoga TecTMpoBaHusa oTpuLaTenbHbIn (NakoH BbIMSAMT Kak NONOXUTENbHbIN (KPOBb LLOKOMAAHOro LBeETa,
HabyxLias MembpaHa 1 (Mnv) NM3MpoBaHHAas KPOBb), TO HYXXHO BbIMOMHUTL NEPECeB 1 oKpaLLumBaHue no Mpamy, kak B cnyyae

C NpeanonoXuTENbHO NOMOXUTENbHBIM (PNAKOHOM.

MonoxuTenbHbIV hnakoH HYXXHO NepecesTb U okpacuTb no Mpamy. B nogasnstowem 6onbLUMHCTBE CyYaeB Hanuyve
MUWKPOOPraHn3moB OyaeT 3aMeTHO, M MOXHO HanpaBuTb Bpady nNpeasapuTenbHbIv oTHeT. XXuakun matepuan ns dnakoHoB
BD BACTEC MoxHO nepecesiTe Ha TBepAble Cpefbl UM UCMONb30BaTh ANS NpeaBapuUTENbHON NMPSIMO MPOBEPKM
YyBCTBUTENBHOCTY K MPOTUBOMUKPOOHBIM NpenapaTam.



MepeceB: MNepen nepeceBom nomectTute rnakoH B BEPTUKAINbHOE NMOMOXEHNE U MOMeCTUTE CMMPTOBON TaMNoH Ha MembpaHy. [ns
CTpaBnuBaHuUs AaBreHns BO onakoHe NCNonb3yTe COOTBETCTBYOLLYIO ApeHaxHyto AeTanb (Ne B katanore BD — 249560) nnv ee
akBuBaneHT. CHUMWTE urmny nocrne cTpaBnvBaHWA AaBleHVs 1 nepesd B3ATueM obpasua Ans nepecesa. BeeaeHve 1 nssneyenve
UMbl JOMMKHO BbIMOSHATLCS MPSMONUHENHBIM ABWXeHNeM, 6e3 CKpyunBaHus.

KOHTPOIJ1b KAHECTBA

Cnepyvite TpeboBaHWAM KOHTPONS Ka4yecTBa B COOTBETCTBUN C MPUMEHUMbIM MECTHBIM, PerMoHanbHbIM 1 (Mnn) deaepasnbHbIM
3aKoHOAaTENbCTBOM, TPEGOBAHUAMMN aKKpEAUTaLMM N METOAMKaMW KOHTPONNS KayecTBa, NPUHSATLIMU B nabopaTtopuu.
PekomeHayeTcs cBepATbCSH C COOTBETCTBYIOLLMMI PYKOBOACTBaMM HaLMoHanbHOro kommuteTa no KNnHU4ecknm naboparopHbim
ctangaptam CLIA (CLSI) n nonoxeHusiMu 3akoHa 0 CoBepLUEHCTBOBaHUM paboTbl knuHudeckux nabopatopun (CLIA).

HE UCMOINb3YUTE chnakoHs! Ans KyNsTUBAPOBAHUS C UCTEKLLMM CPOKOM FOfJHOCTM.

HE UCMOINb3YWUTE chnakoHbl AN KyNsTUBMPOBAHNA C TPELLMHAMN Un AecdekTamn. YTUNMU3NpYinTe ux ¢ cobrioaeHnem
COOTBETCTBYIOLLMX Mep 6e3onacHocTu.

CepTudukaTbl KOHTPOMSA Ka4yecTBa NOCTaBNSAOTCA B KaxA0W Kopobke ¢ nuTaTenbHbIMU cpegamun. B cepTudukartax koHTpons
Ka4yecTBa nepeyvncrieHbl TECTOBbIE MMKPOOPraHn3mbl, BkMtoyas kynstypbl ATCC, onpegeneHHble ctaHgaptom CLSI Standard M22
Quality Control for Commercially Prepared Microbiological Culture Media (KoHTponb kayecTBa NPOMBbILLIIEHHO NPUrOTOBIIEHHbLIX
MUKPOBMONOrM4ecknx cpea Ans KynsTuBupoBaHus). Bpemsi obHapyxeHus Ans Kaxgoro U3 MUKpPOOPraHn3mMoB, NepeuncneHHbIX B
cepTudurKaTe KOHTPONSA Ka4yecTBa ANs 3TON cpedbl, He NpeBbIlano 72 yaca.

MuKpoopraHuambl, pacTylymMe Ha aHa3poOHbIX cpeaax

* Clostridium histolyticum ATCC 19401
* Clostridium perfringens ATCC 13124
» Streptococcus pneumoniae ATCC 6305

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

« Staphylococcus aureus ATCC 25923

* lUtamm, pekomeHayembinn CLSI.

CBefieHnsi 0 koHTporne kavecTtBa ans npmbopa BD BACTEC cnyopecueHTHOM cepumn CM. B COOTBETCTBYHOLLEM PykoBoacTee
nonb3oBaTtensi npubopa BD BACTEC dnyopecueHTHOR cepun.

PE3YNbTATbI

MonoxuTenbHbI 06pasel, onpegensietcst npuéopom BD BACTEC dryopecLeHTHON cepum 1 ykasblBaeT Ha NPeAnonoXuTensHoe
NpuCyTCTBUE BO (PriakoHE XM3HECNOCOBHbBIX MUKPOOPraHW3MOB.

OrPAHUYEHUA METOAUKU

3arpsisaHeHue

He ponyckaiTe 3arpsisHeHus obpasLa Bo BpeMsi ero B3saTusl U nocesa Bo dnakoH BD BACTEC. 3arpsisHeHHbI obpaseL, npuseget
K NONOXUTENbHOMY pe3ynbTaTy, HO He JacT KIIMHUYECKM 3Ha4YMMOoro pesynbraTta. BelBof 0 3arpsi3HeHUM JOMKeH bbITb caenaH

Ha OCHOBE Takux (paKkTOpOB, Kak TUM 0BHapY>KEHHOr0 MUKPOOpraH1M3Ma, NPMCyTCTBUE OAHOIO MUKPOOPraHn3ma B HECKOMbKMX
KynbTypax, uctopusi 6onesHu naumeHTa u T. 4.

BbigeneHue M3 o6pa3L 0B KPOBU MUKPOOPraHM3MOB, YyBCTBUTENbHLIX K MACH

KpoBb HelTpanuayeTt ToKcU4HbIN adpdpekT MACH no OTHOLLEHUIO K YYBCTBUTENbHBLIM K HEMY MUKPOOPraHuamam (Hanpumep,
Peptostreptococcus anaerobius), NO3TOMy NpUCYTCTBUE MakcUMarbHbIXx 06beMoB kpoBM (T. . Ao 10 M) cnocobcTByeET BblAENEHUIO
3TUX MUKpoopraHnamoB. Ecnu 3aceBaeTcs MeHee 8 MI KpOBU, TO OISt YCUNEHUS POCTa MUKPOOPraHU3MOB, YyBCTBUTESbHbIX K
npucytcteuto NMACH, moxeT 6biTb Ao6aBneHa AONONHUTENbHASA LieNbHas YenoBeveckas KpoBb.

HexusHecnocobHble MUKpOOpraHu3mMbl

OKpaLLIeHHbIVI no Fpamy npenapar, B3TbI 13 KynbTypbl Ha nuTaTenbHON cpeae, MOXET coaepXaTb HebonbLLOe KONMYecTBO
HEXMN3HECNOCOBHbIX MWKPOOPraHn3moB, rnepeHeceHHbIX BMeCTe C KOMMNOHeHTaMun cpeabl, peareHTaMun Ana okpalunBaHuA,
NMMEPCUOHHbIM Macriom, npeamMmeTHbIMU CTEKNamMn 1 o6pa3u,aMV|, ncnonb3yemMmbiMu A4 nocesa. Kpome TOTro0, 06paaeu mMartepuana
nauneHTa MOXeT coaepXxXaTb MUKPOOPraHn3ambl, He pacTyline Ha nuTaTenbHON cpefe unu cpeae, VICI'IOJ'Ib3yeMOI;1 Ona nepecesa.
Takve o6pa3u,b| npu HeobxoaMmocTH HYXHO nepeceBaTb Ha cneunarbHble cpeabl.

MNpoTuBOMUKPOGHAasi aKTUBHOCTb

HeliTpanusaums npoTMBOMMKPOGHOI akTUBHOCTM CMOSIaMM 3aBUCUT OT 403bl CMOJT M BpeMeHun 3abopa obpasua. Mpu
MCMOMb30BaHNM A06ABOK AOMKHbLI MPUHUMATLCA BO BHUMAaHWE COOTBETCTBYIOLME CUTYaLmu, Hanpumep go6aska neHuunimHass
npwv neYyeHnn B-naktamamu.

BuigeneHue Streptococcus pneumoniae

B aspo6Hoii cpege S. pneumoniae 06bI4HO 0GHAPYXMBAKOTCA BU3yaribHO U MHCTPYMEHTasbHO, HO B HEKOTOPLIX CIyYasx OHW He
06HapyK1MBaOTCA HY MNP OKpaLUMBaHWUK Mo [pamy, HU Npy cTaHaapTHOM nepecese. Ecnv Gbin 3acesH 1 aHaspoBHbIN (nakoH,
MWKPOOPraHnam 0BbIMHO MOXHO BbIAENUTL NyTem aspobHOro nepecesa U3 aHasapoBHOro riakoHa, MOCKOMbKY 3TOT MUKPOOPraHWU3m
XOPOLLO PacTeT B aHaapoBHbIX ycriosusx'.



O6ume coobpaxeHus

OnTumanbsHoe BblaeneHve KynbTyp gocturaercs npu gobasnenun 8—10 mn kposn®-'0, McnonbsoBaHne HeGOMbLUNX 06BEMOB
MOXET HeraTMBHO MOBMNUATb Ha BpeMsi BbiAeneHus u (unm) obHapyXeHns Taknx MUKPOOpraHn3moB, kak Peptostreptococcus
anaerobius, Finegoldia magna v Peptoniphilus asaccharolyticus. KpoBb MOXeT cogepxaTb NpOTMBOMUKPOOHbIE BellecTBa

UV opyrne MHrmbutopbl, CNocobHble 3aMeanuTb POCT MUKPOOPraHW3MOB U NPENATCTBOBaTb eMy. JlIoxHooTpuLaTenbHble
pe3ynbTaTtbl MOTYT ObITb MOMYYeEHbl, €CNN B KPOBU NPUCYTCTBYHOT MUKPOOPraHW3Mbl, He NMPOM3BOASLLME JOCTAaTOYHOrO KOM4ecTBa
CO, ans obHapyXeHNs CUCTEMOW, UM €CTN OCHOBHOW POCT MUKPOOPraHW3MOB MMEST MECTO 10 NOMELLEeHUA (rakoHa B cUcTeMmy.
JloxxHOMONOXMTENbHbIE pe3ynsTaThl MOTyT MOMYYUTHCS NPU BICOKOM COAEPXKaHUM NnenkoumToB. Bce aHanmMTyeckue nccnegoBaHus
Ha AaHHOM npubope NPOBOAUNUCH C NMPUMEHEHWEM CTaHAAPTHOrO 5-AHEBHOro NPOTOKOMa, NPOTOKOMbI C NPOAOIKUTENBHOCTHIO
6onee 5 AHel He oLEHMBaNUCh.

Mornb3oBaTenb AOMKEH ObiTb OCBEAOMIIEH O NOTEHLMANBHOW BapuabenbHOCTU Pe3ynbTaToB MPU BbIAENEHUN KOHKPETHBIX
MVKPOOPraH1M3moB. JTO CBSI3aHO C XapaKTepHbIMY OCOBEHHOCTSIMU GUONOTMYECKOro MaTepuarna, NOMELLEHHOTO B NMUTATENbHYO
cpefy, a Takke ¢ NpUcyLLei MUKPOOpraHn3Mam N3MEHUYUMBOCTbIO.

OXWOAEMbIE 3HAYEHUA N KOHKPETHBIE PABOYUE XAPAKTEPUCTUKU

O dpekTnBHOCTL NUTaTEnbHbIX cpeq BD BACTEC Plus Anaerobic/F B cTeknsHHbIX chnakoHax bbina Joka3aHa B XO4e cepum
He3aBUCUMbIX KIMUHUYECKUX UcnbiTaHnin'=412, NlaGopaTopHble 1ccnenoBaHns no 3acesy KynbTyp, BbiNOMHEeHHble komnaHuer BD,
NoATBEpPAMIN, Y4TO 3hpeKTMBHOCTL NuTaTenbHbix cped BD BACTEC Plus Anaerobic/F B nnacTnkoBbIX ofiakoHax SKBMBaNeHTHa
apdpekTnBHOCTU NUuTaTenbHbix cpen BD BACTEC Plus Anaerobic/F B cTeknsiHHbIX hnakoHax .

[ns 528 nap dnakoHoB, cogepxawmx o1 10 go 100 KOE Ha cprakoH, 6bina npoBeaeHa oLeHKa BblAeneHns ¢ UCnofib30BaHNEM
pa3Hoo6pa3HbIX MUKPOOPraHM3MOB, YacTo onpeaensieMblx B kpoBu. M3 528 nap dnakoHoB B 442 napax MUKPOOPraHn3Mbl Gbinn
BblaeneHbl kak B cpene BD BACTEC Plus Anaerobic/F B nnactukoBoM chrakoHe, Tak u B cpege BD BACTEC Plus Anaerobic/F

B CTeknsiHHoM c¢priakoHe. B cpene BD BACTEC Plus Anaerobic/F B nnacTMkoBoM chriakoHe MUKPOOPraHn3Mbl Obiniv BblaeneHbl

B 14 cny4asix, B To Bpems kak B cpefie BD BACTEC Plus Anaerobic/F B cTeknsiHHOM ¢priakoHe MUKPOOPraHn3mbl BbiAeneHbl He
6b1nn. B 70 napax chnakoHOB MUKpOOpraHn3mMbl He 6binn BelgeneHsl B cpege BD BACTEC Plus Anaerobic/F HM B CTEKNSHHBIX, HU
B NnacTukoBbIxX donakoHax. B aByx cnyyasx B cpege BD BACTEC Plus Anaerobic/F B nnactnkoBom chnakoHe He 6binu BblaeneHbl
3acesiHHble MUKPOOpraHn3ambl, KoTopble 6binun BbigeneHsl B cpege BD BACTEC Plus Anaerobic/F B cTeknsiHHOM orniakoHe:

B OHOM MOBTOPHOM TecTe Bacteroides fragilis, vHokynmpoBaHHOM B KoHUeHTpauum 98 KOE, 1 B ogHOM NOBTOPHOM TecTe
Fusobacterium nucleatum, nHokynupoBaHHoM B koHuUeHTpauun 38 KOE. Bacteroides fragilis yaanocb BbIpacTuTb U O6HapyXuUTb

B HOBOM ycTpouncTBe 22 u3 24 pa3s npu 98 KOE Ha dnakoH, a Fusobacterium nucleatum — 21 n3 22 pa3 npu 38 KOE Ha chnakoH.
W cpena BD BACTEC Plus Anaerobic/F B nnactukoBom chrakoHe, n cpeaa BD BACTEC Plus Anaerobic/F B cTeknsiHHOM
drnakoHe He Mo3BONWIN BbIAENUTH MUKPOOPraHM3Mbl B 24 napHbIX NOBTOPHbIX TecTax Finegoldia magna npu 25 KOE/dnakoH n
Peptostreptococcus anaerobius npu 61 n 39 KOE/dnakoH (no 12 noBTOpHbIX TeCTOB). Bo Bcex napHbIX MOBTOPHbIX TECTax pOCT
npu 3aknymMTeNnLHOM nepecese He Habntopancs. Kpome Toro, B 06oux Tmnax drnakoHoB Habnoganvck BapabenbHble paboune
XapakTepucTuku B cniyqae Peptoniphilus asaccharolyticus: B cpene BD BACTEC Plus Anaerobic/F B nnactukoBom donakoHe
MUKpPOOpraH13mbl 6binn BbigeneHbl B 7 NapHbIX NOBTOPHLIX TecTax, B cpeae BD BACTEC Plus Anaerobic/F B cTeknsiHHOM oriakoHe
MUWKPOOPraHunambl 6binv BbigeneHbl B 3 NapHbIX MOBTOPHbIX TecTax, U B 17 napHbIX NOBTOPHbIX TECTaX MUKPOOPraHW3Mbl He Obinu
BbleNeHbl HU B OQHOM Tune (rnakoHoB. PasHuua MeamaHHOro BpeMeHn 0BHapyXeHus Mexay napamu ¢prakoHOB cocTaBuna
4,62 muHyTbl B nonb3y cpeabl BD BACTEC Plus Anaerobic/F B nnacTukoBom chriakoHe.

Mpwu ucnonb3oBaHun cpeabl BD BACTEC Plus Anaerobic/F B nnactukoBom ¢rakoHe Bbirio nornyyYeHo ABa NoXHOOTpULaTENbHbIX
pesynerata (T. €. donakoHbl 66Ny onpefeneHsl NPUOOPOM B KOHLIE NPOTOKOSA Kak OTpULAaTENbHbIE C NOMNOXUTENbHBIM Pe3ynbTaTom
3aknoumTenbHoro nepecesa): Peptoniphilus asaccharolyticus, nHokynupoBaHHbIn npu 46 KOE, n Porphyromonas asaccharolytica
(paHee Bacteroides melaninogenicus subsp. asaccharolyticus), nHokynmposaHHbin npu 0 KOE.

Mwkpoopranuamel C. perfringens (MIC < 0,05 mkr/mn) npy TeCTUPOBaHNM C MeponeHeMoM B KOHUeHTpauun 0,05 Mkr/mn He 6binn
BblaeneHsbl B cpege BD BACTEC Plus Anaerobic/F B cTeknsiHHbIX 1 NnacTukoBbix dhnakoHax. Bacteroides fragilis (MIC < 0,5 mkr/

mn), Enterococcus faecalis (MIC 4 mkr/mn) n Staphylococcus aureus (MIC 0,065 mkr/mn) Belpocnu 1 6binu o6HapyxeHbl B cpeae
BD BACTEC Plus Anaerobic/F B CTEKNAHHBIX 1 MIACTUKOBbIX drlakOHaxX C KOHLEHTPaLUsSMn MeporneHema Bbllle COOTBETCTBYHOLLMX
MIC; B ogHOM NOBTOpPHOM TecTe S. aureus He Obin BblAeNeH B NNAacTUKOBOM (hriakoHe.

Bo Bpemsi aHanuTu4eckux nccrnenoBaHnii 6binv npoaHanuanpoBaHbl CrieaytoLme MyukpoopraHuambl: Bacteroides fragilis, B. ovatus,
B. thetaiotaomicron, B. vulgatus, Clostridium histolyticum, C. novyi, C. perfringens, Enterococcus faecalis, E. faecium, Escherichia
coli, Finegoldia magna, Fusobacterium nucleatum, Klebsiella pneumoniae, Peptoniphilus asaccharolyticus, Peptostreptococcus
anaerobius, Porphyromonas asaccharolytica, Staphylococcus aureus, S. epidermidis, Streptococcus agalactiae, S. pneumoniae,
S. pyogenes v Veilonella parvula.

B TecTax Ha onpepeneHve npeaernbHbiX BO3MOXHOCTEN MO 0BHaPYXEHMI0 MUKPOOPraHM3MOB GbINo MpoaHanu3npoBaHo

312 nap ¢nakoHoB, 3acesiHHbIX B Lieneson koHueHTpauun 0—1 n 1-10 KOE Ha dnakoH. Llenb nccnegosaHusa coctosna B

TOM, YTOObI OLIEHUTb CMOCOBHOCTbL UCCenoBaHHbIX KpoBsiHbIX cped BD BACTEC o6Hapyxusate ogHy KOE (npu Hanuymm).

M3 312 npoTecTnpoBaHHbIX Nap riakoHOB BbIpacTUTb 1 0BHApYXWTb KynbTypbl yaanock B 155 napax. B 76 napax He yaanock
HuYero oGHapyxuTb. [1BaguaTb BOCEMb KyNbTyp BbIpOCIY U Gbinu o6HapyxeHbl Tonbko B cpeae BD BACTEC Plus Anaerobic/F

B CTEKIISIHHOM (hbriakoHe. s TbAecaT Tpu KynsTypbl BbIPOCY U Gbinu o6HapyxeHbl Tonbko B cpege BD BACTEC Plus Anaerobic/F
B MIIacTUKOBOM priakoHe.
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INTENDED USE

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

SUMMARY AND EXPLANATION

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

Resins have been described for the treatment of blood specimens both prior to and after their inoculation into culture media. Resins
have been incorporated into BD BACTEC culture media to enhance recovery of organisms without a need for special processing.-3

PRINCIPLES OF THE PROCEDURE

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

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

REAGENTS
The BD BACTEC culture vials contain the following reactive ingredients prior to processing:

List of Ingredients BD BACTEC™ Plus Aerobic/F (442023)
Processed Water 30 mL
wiv
Soybean-Casein Digest Broth 3.0%
Yeast Extract 0.25%
Amino Acids 0.05%
Sugar 0.2%
Sodium Polyanetholsulfonate (SPS) 0.05%
Vitamins 0.025%
Antioxidants/Reductants 0.005%
Nonionic Adsorbing Resin 13.4%
Cationic Exchange Resin 0.9%

All BD BACTEC media are dispensed with added CO,.

Warnings and Precautions:
The prepared culture vials are for in vitro diagnostic use.
This product contains dry natural rubber.

Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. “Standard Precautions”4-7 and institutional guidelines should be followed in handling all items contaminated
with blood.

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

Prior to use, the user should examine the vials for evidence of damage or deterioration. Vials that are cracked or leaking, or display
turbidity, contamination, or discoloration (darkening) should not be used. On rare occasions, a vial neck may be cracked and the
neck may break during removal of the flip-off cap or in handling. Also, on rare occasions a vial may not be sealed sufficiently. In both
cases the contents of the vials may leak or spill, especially if the vial is inverted. If the vial has been inoculated, treat the leak or spill
with caution, as pathogenic organisms/agents may be present. Before discarding, sterilize all inoculated vials by autoclaving.
Positive culture vials for subculturing or staining, etc.: before sampling it is necessary to release gas which often builds up due to
microbial metabolism. Sampling should be performed in a biological safety cabinet if possible, and appropriate protective clothing,
including gloves and masks, should be worn. See Procedure section for more information on subculturing.

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



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

Storage Instructions

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

SPECIMEN COLLECTION

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

PROCEDURE

Remove the flip-off cap from the BD BACTEC vial top and inspect the vial for cracks, contamination, excessive cloudiness in
medium, and bulging or indented septums. DO NOT USE if any defect is noted. Before inoculating, swab the septum with alcohol
(iodine is NOT recommended). Aseptically inject or draw directly 8—10 mL of specimen per vial. If sample volumes of 3—7 mL are
used, recovery will not be as great as with larger volumes (see Limitations of the Procedure). Inoculated aerobic vials should be
placed in the BD BACTEC fluorescent series instrument as soon as possible for incubation and monitoring. If placement of
an inoculated vial into the instrument has been delayed and visible growth is apparent, it should not be tested in the BD BACTEC
fluorescent series instrument, but rather it should be subcultured, Gram-stained and treated as a presumptively positive vial.

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

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

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

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

Subculturing: Prior to subculturing, put the vial in an upright position, and place an alcohol wipe over the septum. To release
pressure in the vial, use an appropriate venting unit (BD catalog # 249560) or equivalent. The needle should be removed after the
pressure is released and before sampling the vial for subculture. The insertion and withdrawal of the needle should be done in a
straight-line motion, avoiding any twisting motions.

QUALITY CONTROL

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

DO NOT USE culture vials past their expiration date.

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

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

* Neisseria meningitidis * Candida glabrata
ATCC 13090 ATCC 66032

* Haemophilus influenzae » Staphylococcus aureus
ATCC 19418 ATCC 25923

« Streptococcus pneumoniae* * Escherichia coli
ATCC 6305 ATCC 25922

« Streptococcus pyogenes * Alcaligenes faecalis
ATCC 19615 ATCC 8750

* Pseudomonas aeruginosa
ATCC 27853

*CLSI recommended strain

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



RESULTS

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

LIMITATIONS OF THE PROCEDURE

Contamination

Care must be taken to prevent contamination of the sample during collection and inoculation into the BD BACTEC vial.

A contaminated sample will give a positive reading, but will not indicate a relevant clinical sample. Such a determination must be
made by the user based on such factors as type of organism recovered, occurrence of the same organism in multiple cultures,
patient history, etc.

Recovery of SPS Sensitive Organisms From Blood Samples

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

Some fastidious organisms, such as certain Haemophilus species, require growth factors, such as NAD, or factor V, which are
provided by the blood specimen. If the blood specimen volume is 3.0 mL or less, an appropriate supplement may be required

for recovery of these organisms. BD BACTEC FOS™ Fastidious Organism Supplement or whole human blood may be used as
nutritional supplements.

Nonviable Organisms

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

Antimicrobial Activity

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

Recovery of Streptococcus pneumoniae

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

General Considerations

Optimum recovery of organisms will be achieved by adding maximum amounts of blood. Published clinical studies have shown

that the use of lower blood volumes may adversely affect recovery and/or detection times of organisms.2 Blood may contain
antimicrobials or other inhibitors which may slow or prevent the growth of microorganisms. False negative readings may result when
certain organisms are present which do not produce enough CO, to be detected by the system or if significant growth has occurred
before placing the vial into the system. In analytical studies, this device recovered 17 of 18 Leuconostoc spp. tested. False positivity
may occur when the white blood cell count is high. The default 5 day protocol was utilized for all analytical testing with this device,
and protocol lengths of >5 days have not been evaluated.

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

EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS

Performance of the BD BACTEC Plus Aerobic/F medium in glass vials has been established by a number of external clinical
studies.-3.8.9 Seeded laboratory studies performed by BD have shown equivalent performance of the BD BACTEC Plus Aerobic/F
medium in plastic vials compared to the BD BACTEC Plus Aerobic/F medium in glass vials.0 The yeasts Candida albicans,

C. glabrata, and Cryptococcus neoformans were tested in the analytical testing of this device.

AVAILABILITY

Cat. No. Description
442023 BD BACTEC™ Plus Aerobic/F Medium
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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

(05) 2019-09 Converted printed instructions for use to electronic format and added
access information to obtain the document from BD.com/e-labeling.
In Warnings and Precautions section, added recommendation to perform

molecular testings on positive blood cultures according to standard-of-care
practices and manufacturer’s instructions for use.
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medyczne do diagnostyki in vitro / Dispositivo médico para diagndstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeanuuHckuii npuéop ans
[amarHocTuky 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 / MeauuHwit npucTpiii ans aiarHocTukm in vitro / {442 Wi 2297 3 4

Temperature limitation / TemnepatypHu orpaHnyenns / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaaciag / Limitacion
de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / Hémérsékleti hatar / Limiti di temperatura / TemnepartypaHbi wekTey /-2 =
A| % / Laikymo temperatara / Temperatiras ierobeZojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperaturd / OrpaHuyenne Temnepatypbl / Ohranicenie teploty / Ogranic¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexeHHs Temnepatypu
R

Batch Code (Lot) / Kon Ha naptupara / Kod (islo) $arze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikdg mraprtidag (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)
/ Kog naprii / it5 It

Contains sufficient for <n> tests / CbabpxaHneTo e JocTaTbyHO 3a <n> TecTta / Dostate¢né mnozstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests /
Ausreichend fiir <n> Tests / Mepiéxer 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| 2~ E7} S35 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> testéw / Conteldo 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 / Buctauutb ans avanisie: <n>/ & 45i7 <n>
YA

Consult Instructions for Use / Hanpasete cnpaBka B MHCTpykLuuTe 3a ynotpeba / Prostudujte pokyny k pouZziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouAeureite 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 TaHbICkIN anbiHb3 / AH-8- A % 33 [ Skaitykite
naudojimo instrukcijas / Skatit lietoSanas paméacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as
instrucdes de utilizagdo / Consultati instructiunile de utilizare / Cm. pykoBoacTso no akcnnyartauuu / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlar’'na basvurun / [ue. iHCTpyKuUii 3 BUkopucTanHs / 152 [ fifi F ) ]

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

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

For US: “For Investigational Use Only”

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

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

Positive control / Monoxutenen koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©¢Tik6g pdptupag / Control positivo / Positiivne kontroll / Contréle
positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH Gaksinay / 43 %1 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxuTensHbin koHTponb / Pozitif kontrol / MoauTtnsHui koHTponb / FH 4 X HE 5

Negative control / OtpuuareneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikég péptupag / Control negativo / Negatiivne kontroll /
Contréle négatif / Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6akbinay / 24 71 E% / Neigiama kontrolé / Negativa kontrole / Negatieve
controle / Kontrola ujemna / Controlo negativo / Control negativ / OTpuuatenbHbil koHTpons / Negatif kontrol / HeratueHuii koHTpons / B4 5 &1 741

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

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

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

Biological Risks / Buonoruynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / BioAoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid / Risques
biologiques / Bioloski rizik / Biologiailag veszélyes / Rischio biologico / Buonorusnsik Tayekenaep / A %814 913 / Biologinis pavojus / Biologiskie riski / Biologisch
risico / Biologisk risiko / Zagrozenia biologiczne / Perigo bioldgico / Riscuri biologice / Brionorndeckas onacHocTs / Biologickeé riziko / Bioloski rizici / Biologisk risk /
Biyolojik Riskler / Bionoriuna HeGeaneka / 44727 X6

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

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

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

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

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

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

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

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

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

Do not use if package damaged / He nsnonseaiite, ako onakoBkarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoipotroigite eciv n cuokeuaaia €xel utroaTei {nuid. / No usar si el paquete esta dafiado / Mitte
kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je oStec¢eno pakiranje / Ne hasznalja, ha a csomagolas
sérilt / Non usare se la confezione & danneggiata / Erep nakeT 6yabinfaH 6onca, nanganaba / @ 7] 2| 7} =74 749- A8 54| / Jei pakuoté pazeista,
nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken indien de verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywac, jesli
opakowanie jest uszkodzone / N&o usar se a embalagem estiver danificada / A nu se folosi daca pachetul este deteriorat / He ucnonb3sosatb npv nospexaeHun
ynakoBku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om férpackningen ar skadad / Ambalaj hasar gérmusse
kullanmayin / He Bukop1cTOBYBaTM 3a NOLLKOMKEHOT ynakoskm / U AL fisst, 152048 1

Keep away from heat / Ma3ete ot TonnuHa / Nevystavujte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpartioTe 10 pakpid atmé 1
BeppéTnTa / Mantener alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere lontano
dal calore / CankpiH xepae cakta / -2 3] &lloF g / Laikyti atokiau nuo Silumos $Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for
varme / Przechowywac z dala od zrodet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od
toplote / Far ej utsattas fér varme / Isidan uzak tutun / Bepertv sin aii Tenna / i it &5 FA 5

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



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

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

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

Hydrogen gas generated / O6pasysaH e Bogopog ra3 / Moznost Uniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou
udpoydvou / Produccién de gas de hidrogeno / Vesinikgaasi tekitatud / Produit de I'hnydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione
di gas idrogeno / Faatektec cyTeri nainna Gonael / 572~ 7F2~ A4 ¥ / I3skiria vandenilio dujas / Rodas Gdenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de hidrogen / Beinenenue sogopopa / Vyrobené pouzitim vodika /
Oslobada se vodonik / Genererad vatgas / Agiga gikan hidrojen gazi / Peakuis 3 BugineHHsm BoaHo / 27244

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

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

RX On|y This only applies to US: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / S’applique uniquement aux Etats-Unis: “Caution: Federal
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£ BD BACTEC Plus Aerobic/F Culture Vials

(Fiole de cultura)
Bulion cu extract de cazeina-soia intr-o fiolda din plastic
8089074(05)
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UTILIZARE SPECIFICA

Mediul BD BACTEC Plus Aerobic/F este utilizat intr-o procedura calitativa pentru cultura si recuperarea aeroba a microorganismelor
(bacterii si levuri) din sdnge. Acest mediu este utilizat in principal cu dispozitivele BD BACTEC din seria cu fluorescenta.

REZUMAT $1 EXPLICATII

Proba care va fi testata este inoculata intr-una sau mai multe fiole, care sunt introduse in dispozitivul BD BACTEC din seria cu
fluorescenta pentru incubare si citire periodica. Fiecare fiola contine un senzor chimic care poate detecta cresterea concentratiei

de CO, produs prin dezvoltarea microorganismelor. Senzorul este monitorizat de dispozitiv la fiecare zece minute pentru a detecta
cresterea gradului sau de fluorescenta, care este proportional cu cantitatea de CO, prezent. O citire pozitiva indica posibila prezenta
in fiolda a unor microorganisme viabile. Detectarea este limitata la microorganismele care vor creste intr-un anumit tip de mediu.

Au fost descrise rasini pentru tratarea probelor de sange atat inainte cat si dupa inocularea acestora in mediile de cultura.
Rasinile au fost incluse in mediul de cultura BD BACTEC pentru a potenta recuperarea organismelor fara a mai fi nevoie de o
procesare speciald.-3

PRINCIPIILE PROCEDURII

Daca in prelevatul pentru testare inoculat in fiola BD BACTEC exista microorganisme, cand acestea vor metaboliza substraturile
prezente in fiola se va produce CO,. Cresterea gradului de fluorescenta al senzorului din fiold, determinata de cresterea
concentratiei de CO,, este monitorizata de dispozitivul BD BACTEC din seria cu fluorescenta. Analiza cresterii proportiei si a
concentratiei de CO, permite dispozitivului BD BACTEC din seria cu fluorescenta sa determine daca fiola este pozitiva, adica daca
proba testata contine organisme viabile.

REACTIVI
Fiolele pentru culturda BD BACTEC contin, inainte de prelucrare, urmatoarele ingrediente reactive:
Lista ingredientelor BD BACTEC Plus Aerobic/F (442023)
Apa prelucrata 30 mL

glv
Bulion cu extras de soia si cazeina 3,0%
Extract de drojdie 0,25%
Aminoacizi 0,05%
Zahar 0,2%
Polianetolsulfonat de sodiu (SPS) 0,05%
Vitamine 0,025%
Antioxidanti/agenti reducatori 0,005%
Rasina adsorbanta neionica 13,4%
Rasina pentru schimb de cationi 0,9%

Toate mediile BD BACTEC sunt distribuite cu CO, adaugat.
Avertismente si precautii:

Fiolele de cultura preparate sunt utilizate pentru diagnosticul in vitro.
Acest produs contine cauciuc natural uscat.

in probele clinice pot fi prezente microorganisme patogene, inclusiv virusurile hepatice si virusul imunodeficientei
umane. La manipularea tuturor elementelor contaminate cu sange trebuie respectate ,,Precautiile standard”4-7 gi
regulamentul institutiei.

Tnainte de utilizare, fiecare fiola trebuie cercetata pentru a descoperi eventualele semne de contaminare cum ar fi turbiditate,
membrana proeminenta sau infundata sau scurgeri. NU UTILIZATI nici o fiola care prezinta semne de contaminare. O fiola
contaminata poate contine presiune pozitiva. Daca se utilizeaza fiola contaminata direct pentru recoltare, gazul sau mediul de
cultura contaminat poate fi introdus in vena pacientului. Contaminarea fiolei poate sa nu fie imediat evidenta. Atunci cand se
practica recoltarea directa, supravegheati procedeul cu atentie pentru a evita introducerea substantelor in pacient.

Inainte de utilizare, fiolele trebuie verificate pentru a descoperi eventualele semne de degradare sau deteriorare. Nu trebuie utilizate
fiolele care sunt crapate sau care prezinta scurgeri sau au semne de turbiditate, contaminare sau discromie (opacifiere). In cazuri
rare, gatul fiolei poate fi crapat si se poate rupe in timpul manipularii sau la indepartarea capacului. De asemenea, in cazuri rare, o
fiola poate fi neetansata suficient. In ambele cazuri, continutul fiolelor se poate scurge sau vérsa, mai ales daci fiola este intoarsa.
Daca fiola a fost inoculata, tratati cu precautie lichidul scurs sau varsat deoarece poate contine organisme sau agenti patogeni.
Tnainte de a le inlatura, sterilizati prin autoclavare toate fiolele inoculate.
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Fiolele cu culturi pozitive pentru recultivare sau colorare, etc.: inainte de recoltarea prelevatelor este necesar sa eliberati gazul care
se formeaza adesea datorita metabolismului microbian. Recoltarea prelevatelor trebuie realizata, daca este posibil, intr-o boxa
sigura din punct de vedere biologic si trebuie purtata o imbracaminte protectoare corespunzatoare, inclusiv manusi si masti. Pentru
mai multe informatji referitoare la subcultivare, consultati capitolul Procedura.

Pentru a reduce la minim posibilitatea scurgerilor in timpul inocularii probelor in fiolele cu cultura, utilizati seringi cu ace nedetasabile
sau de tip BD Luer-Lok.

Testele moleculare efectuate pe culturi de sdnge pozitiv vor detecta atat organismele viabile, cat si pe cele neviabile care se gasesc
in mediul de cultura. De aceea, rezultatele testelor moleculare trebuie evaluate n conjunctie cu rezultatele coloratiei Gram, in
conformitate cu practicile standard de ingrijire, precum si cu instructiunile de utilizare ale producétorului.

Instructiuni de depozitare

Fiolele BD BACTEC sunt gata pentru utilizare asa cum au fost primite si nu necesita reconstituire sau diluare. Pastrati-le intr-un loc
racoros, uscat (2-25 °C), ferite de lumina directa.

COLECTAREA PROBELOR

Probele trebuie colectate utilizand tehnici sterile, pentru a reduce posibilitatea de contaminare. Volumul recomandat al probei
este 8—10 mL. Este recomandat ca proba sa fie inoculata in fiolele BD BACTEC la patul pacientului. Pentru a recolta proba se
utilizeaza o seringa de 10cc sau 20cc cu varf BD Luer-Lok sau un suport pentru ac marca BD Vacutainer si un set de recoltare
marca BD Vacutainer, un set de recoltare a sangelui marca BD Vacutainer Safety-Lok sau alt set de tubulatura ,branula”.

Daca se utilizeaza un ac si un set de tubulatura (recoltare directa), trebuie urmarita cu atentie directia de curgere a sangelui la
inceputul recoltarii prelevatului. Spatiul liber din fiola depaseste de obicei 10 mL, astfel incat utilizatorul trebuie sa urmareasca
volumul colectat prin intermediul gradatiilor de 5 mL la nivelul etichetei fiolei. Desi pot fi utilizate probe cu volum de pana la 3 mL,
recuperarea nu va avea aceeasi eficienta ca in cazul volumelor mai mari. Fiola BD BACTEC inoculata trebuie transportata la
laborator cat mai repede posibil.

PROCEDURA

Indepartati capacul detasabil din varful fiolei BD BACTEC si examinati fiola pentru a descoperi eventuale semne de crépaturi,
contaminare, turbiditate excesiva in mediu, membrana proeminenta sau infundatd. NU UTILIZATI daca se observa orice defect.
Tnainte de inoculare, stergeti membrana cu alcool (iodul NU este recomandat). Injectati aseptic sau recoltati direct o prob& de

8—-10 mL per fiola. Daca sunt utilizate volume ale prelevatului intre 3—7 mL, recuperarea nu va fi la fel de buna ca pentru volume
mai mari (consultati Limitarile procedurii). Fiolele aerobe inoculate trebuie introduse in dispozitivul BD BACTEC din seria cu
fluorescenta cat mai repede posibil, pentru incubatie si monitorizare. Daca se intarzie asezarea in dispozitiv a unei fiole inoculate
si este evidenta cresterea bacteriana, atunci nu trebuie testata cu dispozitivul BD BACTEC din seria cu fluorescentd, ci mai degraba
trebuie subcultivata, coloratd Gram si tratata ca o fiola probabil pozitiva.

Fiolele introduse in dispozitiv vor fi testate automat la fiecare zece minute pe toata durata protocolului de testare. Fiolele pozitive
vor fi recunoscute de dispozitivul BD BACTEC din seria cu fluorescenta si identificate ca atare (consultati manualul utilizatorului
dispozitivului BD BACTEC din seria cu fluorescenta adecvat). Senzorul din interiorul recipientului nu va fi vizibil diferit in fiolele
pozitive si negative, cu toate acestea dispozitivul BD BACTEC din seria cu fluorescenta poate determina diferenta de fluorescenta.

Daca la finalul perioadei de testare o fiola negativa are aspect vizual pozitiv (adica sédnge coagulat, membrana proeminenta, sange
lizat si/sau foarte inchis la culoare in mediu BD BACTEC Plus Aerobic/F), ea trebuie subcultivata si colorata Gram si tratata ca fiola
probabil pozitiva.

Pentru fiolele pozitive trebuie efectuate subcultivéri si coloratii Gram. in marea majoritate a cazurilor, organismele vor fi observate
si poate fi intocmit un raport preliminar pentru medic. Din lichidul continut in fiolele BD BACTEC pot fi prelucrate subculturi pe medii
solide si poate fi realizat un test direct preliminar de sensibilitate antimicrobiana.

Subcultivarea: Inainte de subcultivare, puneti fiola in pozitie dreapta si plasati o compresa alcoolizatd deasupra membranei. Pentru
a crea presiune in fiola, utilizati o unitate de ventilatie adecvata (catalogul BD # 249560) sau echivalent. Acul trebuie scos dupa ce
presiunea este eliberata si inainte de a prelucra proba pentru subcultivare. Insertia si extragerea acului trebuie efectuate printr-o
miscare liniara, evitand orice miscari rotatorii.

CONTROL DE CALITATE

Cerintele de Control de calitate trebuie efectuate in conformitate cu reglementarile sau cu cerintele de acreditare locale, statele
si/sau federale aplicabile si cu procedurile standard de Control de calitate ale laboratorului dvs. Se recomanda ca utilizatorul sa
apeleze la ghidurile adecvate CLSI si reglementarile CLIA pentru tehnici adecvate ale controlului calitatji.

NU UTILIZATI fiole de cultura cu termenul de valabilitate depasit.
NU UTILIZATI fiole de cultura ce prezinta crapaturi sau defecte; aruncati fiola Tn maniera corespunzatoare.



Certificate de control al calitatii sunt furnizate cu fiecare cutie de medii. Certificatele de control al calitatii enumera organismele
pentru testare, inclusiv culturile ATCC specificate in standardul CLSI M22, Quality Control for Commercially Prepared Microbiological
Culture Media (Controlul calitatii pentru mediile de culturd preparate comercializate). Intervalul de timp pentru detectare a fost < 72
ore pentru fiecare organism enumerat in certificatul de control de calitate al acestui mediu:

» Neisseria meningitidis * Candida glabrata
ATCC 13090 ATCC 66032

* Haemophilus influenzae « Staphylococcus aureus
ATCC 19418 ATCC 25923

» Streptococcus pneumoniae™ * Escherichia coli
ATCC 6305 ATCC 25922

« Streptococcus pyogenes * Alcaligenes faecalis
ATCC 19615 ATCC 8750

* Pseudomonas aeruginosa
ATCC 27853

* Tulpini recomandate pentru CLSI

Pentru informatii despre controlul calitatii pentru dispozitivul BD BACTEC din seria cu fluorescenta, consultati manualul utilizatorului
pentru dispozitivul BD BACTEC din seria cu fluorescenta adecvat.

REZULTATE

O proba pozitiva este determinata de dispozitivul BD BACTEC din seria cu fluorescenta si indica prezenta probabila a
microorganismelor viabile in fiola.

LIMITARILE PROCEDURII

Contaminarea

Este necesara o atentie sporita pentru a preveni contaminarea probelor in timpul recoltarii si inocularii in fiola BD BACTEC. O proba
contaminata va determina o valoare pozitiva, dar nu va reprezenta o proba relevanta clinic. O astfel de determinare trebuie realizata
de catre utilizator pe baza a unor factori ca tipul organismului recuperat, prezenta aceluiasi organism in culturi multiple, istoricul
pacientului etc.

Recuperarea organismelor sensibile SPS din prelevate de sange

Deoarece sangele poate neutraliza toxicitatea SPS pentru organismele sensibile la SPS, existenta unor volume maxime de séange
(8—10 mL) poate ajuta la optimizarea recuperarii acestor organisme. Pentru a permite cresterea organismelor sensibile SPS atunci
cand sunt inoculati mai putin de 8 mL de sange, se poate addauga sange uman integral.

Cateva organisme pretentioase, cum ar fi anumite specii de Haemophilus, necesita factori de crestere, cum ar fi NAD sau factor V,
care sunt furnizati de proba de sange. Daca volumul probei de sange este de 3,0 mL sau mai putin, un supliment adecvat poate fi
necesar pentru recuperarea acestor organisme. Ca suplimente nutritive pot fi utilizate suplimentul pentru organisme pretentioase
BD BACTEC FOS sau sange uman integral.

Organisme neviabile

O lama colorata Gram dintr-un mediu de cultura poate contine un numar mic de organisme neviabile derivate din constituentji
mediului, reactivi de colorare, ulei de imersie, lame de sticla si probe utilizate pentru inoculare. In plus, proba pacientului poate
contine organisme care nu se vor dezvolta in mediu de cultura sau in mediile utilizate pentru subculturi. Astfel de probe trebuie
subcultivate, in mod corespunzator, pe medii speciale.

Activitate antimicrobiana

Neutralizarea activitatii antimicrobiene de catre rasini variaza in raport cu nivelul dozajului si al programatrii recoltarii probei.
Utilizarea aditivilor suplimentari trebuie luata in considerare in anumite situatii; de exemplu, adaugarea penicilinazei cand este
utilizata terapia B-lactamica.

Recuperarea Streptococcus pneumoniae

n medii aerobe, S. pneumoniae va fi in mod caracteristic pozitiv atat vizual cat si in dispozitiv, dar in unele cazuri nu va fi observat
niciun organism in coloratie Gram sau recuperat din subculturile obisnuite. Daca o fiola anaeroba a fost deasemenea inoculata,
organismul poate fi recuperat in mod obignuit prin subcultivarea aeroba din fiola anaeroba, din moment ce s-a raportat ca
organismul poate creste si in conditii anaerobe.

Considerente generale

Recuperarea optima a organismelor va fi realizata prin adaugarea unor cantitati maxime de sange. Studiile clinice publicate

au aratat ca utilizarea volumelor mai mici de sange poate avea un efect negativ asupra timpilor de recuperare si/sau detectare

a organismelor.12 Sangele poate contine agenti antimicrobieni sau altj inhibitori care pot incetini sau impiedica dezvoltarea
microorganismelor. Citiri fals negative pot rezulta atunci cand sunt prezente anumite organisme care nu produc suficient CO,
pentru a fi detectat de cétre sistem, sau daca s-a produs o crestere semnificativa inainte de introducerea fiolelor in sistem. In
studiile analitice, acest dispozitiv a recuperat 17 din 18 probe Leuconostoc spp. testate. Valorile fals pozitive pot aparea atunci cand
numarul de leucocite este mare. Cu acest dispozitiv a fost utilizat protocolul implicit de 5 zile pentru testarea analitica, iar duratele
protocolului mai mari de 5 zile nu au fost evaluate.

Datorita naturii materialelor biologice ale produselor din medii si a variabilitatii inerente a organismelor, utilizatorul trebuie sa fie
constient de posibilitatea variabilitatii rezultatelor la recuperarea anumitor microorganisme.



VALORI ESTIMATE S| CARACTERISTICI DE PERFORMANTA SPECIFICE

Performanta mediilor BD BACTEC Plus Aerobic/F in fiole de sticld a fost stabilita printr-un numar de studii clinice externe.-38.9
Studiile de insamantare in laborator efectuate de BD au indicat o performanta echivalenta a mediilor BD BACTEC Plus Aerobic/F in
fiole din plastic, in comparatie cu mediile BD BACTEC Plus Anaerobic/F in fiole de sticla.'0 Levurile Candida albicans, C. glabrata si
Cryptococcus neoformans au fost testate in testarea analitica a acestui dispozitiv.

DISPONIBILITATE

Nr. cat. Descriere
442023 BD BACTEC Plus Aerobic/F Medium
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Istoricul modificarilor

Revizie | Data | Rezumatul modificarilor

(05) 2019-09 Instructiunile de utilizare tiparite au fost convertite in format electronic si
au fost adaugate informatii de acces pentru obtinerea documentului de pe
BD.com/e-labeling.

In sectiunea Avertismente si precautii a fost addugata o recomandare de
a efectua testarile moleculare pe culturi de sange pozitiv in conformitate
cu practicile standard de ingrijire si cu instructiunile de utilizare ale
producatorului.
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In Vitro Diagnostic Medical Device / MeauunHcky ypen 3a amarHocTtvika vH Butpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikn 1atpikr) cuokeur / 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 xypriseTiH MeavumHanbik Anardoctuka acnabs / In Vitro Diagnostic 2] & 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 / MegnuuHckuii npuéop ans
[amarHocTuky in vitro / Medicinska poméacka na diagnostiku in vitro / Medicinski uredaj za in vitro dijagnostiku / Medicinteknisk produkt fér in vitro-diagnostik / In Vitro
Diyagnostik Tibbi Cihaz / MeauuHuit npucTpiit ans aiarHocTukm in vitro / 442 Wi 297 3 4

Temperature limitation / TemnepatypHu orpaHuyenus / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaaciag / Limitacion
de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / HSmérsékleti hatar / Limiti di temperatura / Temnepartypab wekrtey /%
A&k / Laikymo temperatiira / Temperatiras ierobeZojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperaturd / Orpanuyexne Temnepatypbl / Ohranicenie teploty / Ogranic¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexeHHs Temnepatypu
/L PR

Batch Code (Lot) / Kog Ha naptupara / Kod (islo) $arze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikdg Traprtidag (Traptida) / Codigo de lote (lote) / Partii kood /
Numéro de lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama koabl / ¥ %] 5L =(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer
/ Batch-kode (parti) / Kod partii (seria) / Codigo do lote / Cod de serie (Lot) / Kog naptuu (not) / Kéd série (Sarza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot)
/ Kog naprii / it CIE#tE)

Contains sufficient for <n> tests / CbabpxaH1eTo e JocTaTbyHO 3a <n> TecTa / Dostate¢né mnoZstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests /
Ausreichend flir <n> Tests / Mepiéxer 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 yLiH xeTkinikTi / <n> B ~E 7} 53] £33

| Pakankamas kiekis atlikti <n> testy / Satur pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilo$¢
wystarczajgcg do <n> testow / Conteuido suficiente para <n> testes / Continut suficient pentru <n> teste / loctatoyHo ansa <n> tectoB(a) / Obsah vystaci na <n>
testov / Sadrzaj dovoljan za <n> testova / Innehaller tillrackligt for <n> analyser / <n> test igin yeterli malzeme igerir / Buctaunts ans aHaniais: <n>/ £ 8547 <n>
/gl

Consult Instructions for Use / Hanpasete cnpaBka B MHCTpykLumuTe 3a ynotpeba / Prostudujte pokyny k pouZziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouAeureite 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 / MaitnanaHy HyckaynbiFbIMeH TaHbIChin anbiHeia / AF-& A & 3% / Skaitykite
naudojimo instrukcijas / Skatit lietoSanas pamacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as
instrucdes de utilizagdo / Consultati instructiunile de utilizare / Cm. pykoBoacTso no akcnnyartauuu / Pozri Pokyny na pouZzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlari’na bagvurun / [us. iHcTpyKuUii 3 BUKopucTaHHs / i 2] f FH i W]

Do not reuse / He nanonassaiite 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 / Mannanan6aneia / A1 A8 = %] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowa¢ powtérnie / N&o reutilize / Nu refolositi / He ucnons3sosatk nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéandas / Tekrar kullanmayin / He BukopuctoByBsatv nosTopHo / i Z7) & & 1 ]

Serial number / CepueH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBudg / N° de serie / Seerianumber / Numéro de série / Serijski broj /
Sorozatszam / Numero di serie / Tontamanbik Hemipi / ¢ & W 3 / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /Numero de série / Numar de
serie / CepuiiHbiii Homep / Seri numarasi / Homep cepii / #5115
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For IVD Performance evaluation only / Camo 3a oueHka kayectBoTo Ha pabota Ha VD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon amédoong IVD / Sélo para la evaluacién del rendimiento en diagnéstico in vitro / Ainult IVD seadme
hindamiseks / Réservé a I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikdhoz / Solo per
valutazione delle prestazioni IVD / XXacaHab! xafaaiaa «npobupka ilwiHae» AnarHocTukaaa Tek )XyMblcTel 6aranay ywin / IVD Al s 3 7}ell thaf 4wk 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 avaliagdo de IVD / Numai pentru evaluarea performantei IVD / Tonbko Anst OLEHKW KayecTBa ANarHoCTUKM in
vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering av diagnostisk anvandning in vitro / Yalnizca IVD
Performans degerlendirmesi igin / Tinbku Ans ouiHoBaHHA SKOCTi giarHocTukw in vitro / (LR VD #REPEAS

For US: “For Investigational Use Only”

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Do not use if package damaged / He nsnonseaiite, ako onakoBkarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoipotroigite eciv n cuokeuaaia €xel utroaTei {nuid. / No usar si el paquete esta dafiado / Mitte
kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je oStec¢eno pakiranje / Ne hasznalja, ha a csomagolas
sérilt / Non usare se la confezione & danneggiata / Erep nakeT 6yabinfaH 6onca, nanganaba / @ 7] 2| 7} =74 749- A8 54| / Jei pakuoté pazeista,
nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken indien de verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywac, jesli
opakowanie jest uszkodzone / N&o usar se a embalagem estiver danificada / A nu se folosi daca pachetul este deteriorat / He ucnonb3sosatb npv nospexaeHun
ynakoBku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om férpackningen ar skadad / Ambalaj hasar gérmusse
kullanmayin / He BukopucTOBYBaTU 3a NOLLKOMKEHOT ynakoskm / U LA B, 152048 1

Keep away from heat / Ma3ete ot TonnuHa / Nevystavujte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpartioTe 10 pakpid atmé 1
BeppéTnTa / Mantener alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere lontano
dal calore / CankpiH xepae cakta / -2 3] &lloF g / Laikyti atokiau nuo Silumos $Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for
varme / Przechowywac z dala od zrodet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od
toplote / Far ej utsattas fér varme / Isidan uzak tutun / Bepertv sin aii Tenna / i it &5 FAJ5

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



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

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

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

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

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

@C B

X
S

é:o

==
H+

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

HA3HAYEHUE

MurtatenbHas cpena BD BACTEC Plus Aerobic/F ncnonb3yetcsa Ans ka4eCcTBEHHOrO aHanmaa B Xofe adpobHOro KynsTYBMPOBaHWS 1
BOCCTaHOBIEHUSI U3 KPOBW HEKOTOPbIX MUKPOOPraHM3MoB (6akTepuii u ApoXeKeBbIX rPUBKoB). B oCHOBHOM 3Ta cpega 1cnonb3yeTcst
COBMECTHO C ycTporcTBamu dorniyopecueHTHol cepum BD BACTEC.

KPATKUIA OB30P U OMUCAHUE

Wccnenyembliii obpasel, 3aceBaeTcst B OAMH UINM HECKOINBbKO (priakoHOB, Nocne Yero grakoHbl NOMEeLLatTCs BO (IlyOPECLEHTHbIN
annapat BD BACTEC ans nHky6auuy u perynsipHoro CHMTbiBaHUs nokasaHui. Kaxabiii pnakoH cogepXuT XMMUYECKUA AaTUHK,
pervcTpupyoLwumin noBblLLeHne koHueHTpauun CO, B pesdynbrate pocta MUKpOOpraHn3moB. Kaxable AecsiTb MUHYT annapat
CHVMMaET Nnoka3aHusi JaTymka — yBenuyeHne ypoBHsi donyopecLieHLmnn gatumka npornopumoHanbHo KoHueHTpauumn CO,.
MonoxwuTenbHbI pe3ynbTaT yka3blBaeT Ha NpeanonoXuTensHoe NPUcyTcTBUE BO priakoHe XMN3HECNOCOBHBIX MUKPOOPTraHU3MOB.
OBHapyxuBatoTCsA TOMbKO MUKPOOPTraHW3Mbl, pacTyLLye Ha MMTaTenbHON cpede KOHKPETHOro T1na.

OnucaHo npumeHeHne cmon B xoae 0bpaboTku obpasLoB KpoBM A0 3aceBaHNs Ha Cpeay Ans KyNbsTUBMPOBaHMS U NOCIe Hero.
B cpeay ans kynstuBupoanusi BD BACTEC BkntoYeHbl CMOSbl, KOTOPbIE CMOCOOCTBYIOT BOCCTAHOBMEHWIO MUKPOOPraHn3mMoB 6e3
cneuuarnbHoii 06paboTtku’-3.

NPUHLUMNbI METOOUKHU

Ecnun B TectoBom 06pasue, 3acesiHHoM Bo conakoH BD BACTEC, npucyTCTBYHOT MUKPOOPraH1u3Mbl, TO MpW NOrMOLLEHUN MUKpobamu
cybcTpara, cogepxallerocsi Bo drakoHe, BelpabatbiBaetca CO,. dnyopecueHTHbIM annapat BD BACTEC peructpupyet
yBenuyeHve ypoBHs driyopecLeHLMn gaTtymka Bo orakoHe, BbI3BaHHOE NoBbIlLeHneM koHueHTpaummn CO,. AHanma ckopoctu 1
YPOBHS npupocTa KoHueHTpauum CO, no3sonsieT dryopecueHTHoMmy annapaty BD BACTEC onpegenutb, SBnsieTcs nu drnakoH
«MOMNOXUTENbHBIMY», T. €. COAEPXUT N TECTOBbINA 06pa3eL, KM3HECTOCOOHbIE MUKPOOPraHN3MbI.

PEATEHTbI
[o noceBa dhnakoHbl Ansi kynstusuposaHus BD BACTEC copepxaT cnefytolime peareHTOCnoCobHbIe NHIPEANEHTHI.
CnUCOK MHIpeAuEeHTOB BD BACTEC Plus Aerobic/F (442023)
O6paboTaHHasi Boga 30 mn

Bec/ob
MuTaTenbHbIN COEBO-Ka3eNHOBbLIN BYNbOH 3,0%
[poxokeBoOW SKCTPaKT 0,25%
AMUHOKUCHOTHI 0,05%
Caxap 0,2%
HaTtpusa nonnaHetoncynbdoHat (MACH) 0,05%
ButamuHbl 0,025%
AHTUOKCUAAHTbLI/BOCCTAHOBUTENN 0,005%
HewvoHHas agcopbupytoLlas cmona 13,4%
KatnoHoobmeHHas cmona 0,9%

Bce nutatenbHble cpegbl BD BACTEC pacnpegensitotcsa ¢ gobasnexHmem CO,.

MpeaynpexpeHnsa n mepbl NPeAOCTOPOXKHOCTH.

MoproToBneHHble dnakoHbl AN KyNsTUBMPOBAHWA NpeaHasHayveHbl ANS AMarHoCTUKW UH-8UMPO.

IMpoayKT COAePXUT CyXOW HaTyparnbHbIN Kaydyk.

B knuHuyecknx obpasuax MOryT npucyTCTBOBaTb NaToreHHble MUKPOOPraHu3mbl, B TOM YUClie BMPYC renaturta u BUpycC
nmmyHoaedmumnta yenoeka (BUY). Mpu pabote ¢ nobbiMu npeameTamMu, 3arpsi3HeHHbIMM KPOBbIO, CrieAynTe npaBunam,
NPUHATBIM B yUYpexaeHUu, a Takke cobniogante ctaHaapTHble Mepbl NPeAoCTOPOXKHOCTU. 47

Mepen Ucnonb3oBaHWEM Kaxabli nakoH HEOGXOAMMO NPOBEPUTL HA MPU3HAKK 3arpsi3HeHUs (MTOMyTHEHUE pacTBopa,
BbINMPaloLLas Unu BTAHyTas Membpana, yTeukn). HE VICMOJb3YMTE dnakoHb! ¢ npusHakamu sarpssHeHus. Cogepkumoe
3arpsi3HeHHOro hriakoHa MOXET MUMETb MONOXMTENBHOE AaBrneHne. Ecnu 3arpsisHeHHbIn dnakoH Ucnosnb3yeTcs Ans NpsMoro
3abopa obpasLa, To B BEHY NauueHTa MOXeT GbiTb 06paTHBEIM TOKOM 3aHECEH a3 Ui 3arpsisHeHHasi nuTatenbHas cpeaa.
3arpsisHeHve nakoHa MOXeT OblTb BHELLUHE HeoYeBMAHO. Ecnn npumeHseTcs TexHonorus npsimoro 3abopa obpasua, BHUMaTENbHO
creaMTe 3a NpoLEeccoMm, YTobbl n3bexaTb NnoacachkiBaHUA MaTepranos B TENO NaluueHTa.



Mepen Ucnonb3oBaHWEM HYXXHO OCMOTPETL (rakoHbl Ha NpeaMeT noBpexaeHun unu aedektos. Ecnu Bo dhnakoHax umetotcst
TPEeLUMHbI UK yTeukn, HabnogaeTcs NOMyTHEHWE, 3arpsi3HEHWE UMK U3MEHeHVE (MOTEMHEHVE) LiBETA, UX UCMOMNb30BaTb He
criepyert. B pefkux crniydasx roprbillko griakoHa MOXET TPECHYTb U CIOMAThCS MPW CHATUM OTNaMbIBaOLLEACS BEPXHEN KPbILLIEYKM
unu npu pabote ¢ pnakoHoM. Takke B peakux cryyqasix driakoH MoXeT BbiTb HeJOCTaTOYHO XOPOLUO 3anevaTtaH. B o6omx

cnyyasx cofepxvmmoe rnakoHa MOXeT noaTekaTb UM NPonMBaTbcsl, 0COBEHHO NpW NepeBopaYmBaHum gnakoHa. Ecnu conakoH
3acesiH, crnefyeT 04eHb OCTOPOXHO OTHOCUTBLCS K YTeUKe UMM NPONUTUIO COAEPXUMOro — (hriakoH MOXET COAEepXKaTb NaToreHHble
MWUKPOOPraHn3Mbl Unu areHThbl. Mepen yTunvaaumen npoctepunmuayiiTe Bce 3acesiHHble riakoHbl B aBTOKMaBe.

MpepocTepexeHne Npu nepecese, OKpaLLMBaHUN U OpYyrux MaHmnynaumax ¢ rnakoHamMu, AaBLLUMMW NMONOXNTENbHbIV pesynbrar:
nepeq B3atmem oﬁpaaua HeobxoaMmo BbINyCTUTL ras, KOTOPbIN YacTo o6pa3yeTc;| B npouecce XnsHeaeAaATenbHoCTU MUKpOOpraHn3mMoB.
Basatue 06paSLl,0B HeobX0oAMMO MO BO3MOXHOCTM BbIMOMHATL B BMOMNOrMYeckn 3aLlmLLEHHOM NMOMELLEHUH, ncnonb3ysa 3alunTHYO
cneuoaexay, B TOM 4ucne nepvyaTkm n Macky. [ononHuTeneHble cBeaeHns no nepecesy CM. B pasaerne «MeToaukay.

YT06bI CBECTU K MMHMMYMY BO3MOXHOCTb YTEYKU MaTepuana Bo BpemMsi nocesa obpasua Bo (hrakoHbl, UCNOSb3yiTe WNpuLibl C
NOCTOSAHHO 3aKpenneHHbIMY UrnamMmn nnm HakoHevHnkamu BD Luer-Lok.

MOﬂeKyﬂﬂprle TeCTbl, BbIMNOJIHAEMbIE Ha MONTOXUTENIbHbIX reMOKYIbTypaXx, BbIABIAKOT KaK KM3HECNOCOobHbIE, Tak U
HEXM3HECNOCOoOHbIe MUKPOOPraHM3Mbl, KOTOPble YaCTO BCTpedarTCd B cpefax And KynbTMuBUMpoBaHUA. I'IoeTomy pesynbraTbl
MOJIEKYINAPHbLIX TECTOB ClefyeT OUueHUBaTh B COMeTaHUN C pedylbrataMu OKpalinBaHuUA no Fpamy B COOTBETCTBUU CO
CTaHAaPTHbIMU NPakTUKamMu, a Takke MHCTPYKUUAMU MO NpUMEeHEeHUIo, NpeaoCcTaBieHHbIMU Npou3BoauTeNneMm.

YcnoBsus xpaHeHus

dnakoHel BD BACTEC noctaBnsitoTcs B roTOBOM K MCMOSb30BaHWIO BUAE U He TpebyoT BOCCTaHOBNEHUS Unu pa3baBneHus.
XpaHuTe driakoHbl B CyXOoM, NpoxnagHom mecTe (2—25 °C), Baanu ot npsiMoro ceeTa.

B3ATUE OBPA3LIOB

YT06bI CHN3UTL BEPOSTHOCTb 3arps3HEHNs1, 06pasLibl JOMKHbI 3abupaTtbesi ¢ cobniogeHneM cTepunbHocTU. PekomeHayemblii
o6bem obpasua — 8—10 mn. PekomeHayeTcs 3aceBaTb 06pasubl Bo driakoHsl BD BACTEC HenocpefcTBEHHO Y noctenu
6onbHoro. [ins B3sTa ob6pasua HyxkHo mcnonb3oBathb wnpuy, 10 mn nnm 20 Mn ¢ MpMeEHHbIM HakoHeuyHkoM BD Luer-Lok vnu
dupmeHHbIM fepxatenem urnbl BD Vacutainer, dovpMeHHbIn komnnekT ans 3abopa kposu BD Vacutainer, komnnekT ans sabopa
kpoBu BD Vacutainer Safety-Lok nn6o nto6oit gpyroit komnnekt Tpy6ok Tvna «b6aboukax. MNpy MCnonb30BaHWUM UMbl U KOMMMEKTa
Tpybok (MpsiMoii 3abop) BHMMaTENbHO CreanTe 3a HanpaBneHWeM Toka KpOBM B Havarne B3sTus obpasua. [laBneHns Bakyyma BO
dnakoHe obbl4HO xBaTaeT 6onee yem Ha 10 M KPOBU — BHUMATENBLHO crieauTe 3a 3abupaeMbiM 06bEMOM, UCNONb3ys LuKany ¢
aeneHnsimu 5 mn, HaHeCeHHyo Ha MeTKy drakoHa. Hebonblune obbembl 06pasLoB, HanpyMep 3 M1, Takke MOXHO UCMOoNb30BaThb,
HO BOCCTaHoBreHue He ByaeT Takum e apdeKTUBHbBIM, Kak Npu Ucnomnb3oBaHuy 6onbLunx 06beMoB. 3aceAHHbIN hriakoH

BD BACTEC Heo6x0AUMO He3aMeAnMTeNbLHO TpaHCNOPTUPOBaTL B nabopaTopuio.

METOOMKA

CHumuTe oTnamblBatoLLmincs konnadok dnakoHa BD BACTEC n ocMmoTpute chriakoH Ha npeaMeT TPeLLuH, 3arpsa3HeHuni,
M3BLITOYHON MYTHOCTM Cpefbl, BbINUpaloLLeil unu BTaHyTol MemBpaHsl. HE MCTMONBb3YUTE dnakoH, ecniv o6HapyxeH aedekT.
Mepen noceBoM NpoTpuUTE MEMOPaHY TaAMMNOHOM, CMOYEHHbBIM CIMPTOM (Ucnonb3oBaHue ona HE pekomenayetcs). Cobnopas
npasuna acenTuku, BBeauTe unu 3abepute Hanpsimyto 8—10 mn obpasua B kaxabli dornakoH. Ecnv ncnonb3yoTcs ob6pasubl
06beMoM 3—7 M1, BOCCTaHOBINEHUE He ByaeT TakuM e 3 PEKTUBHLIM, Kak B criyyae ¢ 6onblumnmm obbemamu (CM. pasgen
«OrpaHnyeHnsi NpUMeHeHNst MeToanKn» ). 3acesiHHble aapo6HbIe (hrakoHbl AOMMKHbI ObITb He3amMmeAnUTeNnbLHO NoMeLleHbl BO
conyopecueHTHbIM annapat BD BACTEC ans uxky6aumu n HabnogeHusi. Ecnv donakoH ¢ noceBoM He Gbin cpasy NoMelLLeH B
YCTPOMCTBO ¥ HabnoaaeTcst 3aMETHbIA POCT MUKPOOPraHN3MOB, 3TOT (PMaKOH Henb3si UCCNeAoBaTh C NMOMOLLLIO (hrlyopecLeHTHOro
annapata BD BACTEC. B atom cnyyae cogepxvmoe dnakoHa Hy>HO nepecesTb 1 okpacuTb no pamy, a cam onakoH cuntatb
BO3MOXHO «MOMNOXWUTENbHBIMY.

dnakoHbl, NTOMeLLaeMble B annapar, aBTOMaTUYeCK/ NPOBEPSOTCS KaXable AeCATb MUHYT Ha NPOTSXKEHUN BCEro nepvoaa AencTBusi
NpOTOKOMNa UCMbITaHW. OriakoHbI C NONOXUTENbHBLIM Pe3ynbTaToOM ONPEAENSOTCS C MOMOLLbIO YCTPOUCTBA hriyopecLeHTHOM cepumn
BD BACTEC (cM. pykoBOACTBO MO 3KCMyaTauuy COOTBETCTBYIOLLENO YCTPONCTBa hriyopecueHTHon cepun BD BACTEC). Jatunku
NaKkoHOB C NONMOXUTENbHBIM U OTpULATENbHBLIM pe3ynbTaTtaMu BHELLHE He oTnuyatoTes. OgHako dhnyopecLeHTHbI annapar

BD BACTEC obHapyXuT pa3HuLy B YpoBHE (orlyopecLeHUnn.

Ecnu B koHLE nepunoga TeCTUPOBaHWS «OTpULaTeNbHbIAY (OrakoH BbIMMSAAUT KakK «MOMNOXUTENbHbIA» (KPOBb LLOKOMaAHOro LBeTa,
Habyxwwas membpaHa, NM3npoBaHHas UM 04eHb TeMHas KpoBb B aapobHoli cpege BD BACTEC Plus Aerobic/F), To HyxHO
BbIMOMHNUTL NEepPeceB ¥ okpalLmBaHue no Mpamy, kak B criy4ae Cc NpeanonoX1TenbHO «MOMOXUTENbHBIMY OrTakOHOM.

«MonoxutenbHbI» nakoH HYXXHO NepecesiTb U okpacuTtb no Mpamy. B nogasnsiowemM 60nbLUMHCTBE Cry4YaeB HanMune opraHu3MoB
OyneT 3aMeTHO, ¥ MOXHO HanpaBuTb Bpady NpeasapuTenbHbIi otyeT. XXuakuii matepuan us gnakoHos BD BACTEC moxHo
nepecesiTb Ha TBEpAble CPebl NN UCNONb30BaTb ANS NPeaBapUTENbHOM NPSMON NPOBEPKM aHTUOaKTepuansHON YyBCTBUTENBHOCTU.

MepeceB. [Nepen nepeceBom nomecTuTe hriakoH B BEPTMKANbHOE MOMNOXeHNEe Y MOMECTUTE CNMPTOBOM TaMMOH Ha MeMbpaHy. [ns
CTpaBnuBaHuUs AaBreHns Bo onakoHe NCNonb3yiTe COOTBETCTBYHOLLYIO ApeHaxHyto AeTanb (Ne B katanore BD — 249560) nnv ee
akBuBaneHT. CHUMWTE urmny nocne cTpaBnvBaHus AaBleHVs 1 nepesd B3ATueM obpasua Ans nepecesa. BeegeHve v nssneyeHve
UMbl JOMMKHO BbIMOSHATLCS MPSMONUHENHBIM ABXeHNeM, 6e3 cKpyunBaHums.



KOHTPOIJ1b KAYECTBA

Cnegyite TpeGoBaHWSIM KOHTPOSS KayecTBa B COOTBETCTBUM C NPYMEHUMbBIM MECTHBIM, PerMoHanbHbIM Umnnu denepansHbiM
3akoHofaTeNbCTBOM, Tpe6GoBaHMSMY akkpeanTaLmmn U METOAMKaMK KOHTPOMS Ka4yecTBa, NpPUHATEIMU B nabopatopuu. [Monb3oBaTternu
[OMKHbI CBEPSITHCS C COOTBETCTBYHOLLIMMU PYKOBOACTBAMU HaLMoHabHOro kKoMuTeTa no KNMHUYeCKkUM nabopaTopHbIM cTaHaapTam
CLUA (CLSI) n nonoxeHusimn 3akoHa 0 COBEpPLLEHCTBOBaHNM paboTbl knnHnyeckunx nabopatopuii (CLIA).

HE UCMOINb3YUTE hnakoHb! C UCTEKLLMM CPOKOM XPaHEeHNS.

HE UCMOIMNb3YWUTE chnakoHbl AN KyNsTUBMPOBAHNA C TPELLMHAMN Unv AecdekTamn. YTUNMU3NpYnTe ux ¢ cobrioaeHnem
COOTBETCTBYIOLLMX Mep 6e3onacHocTu.

CepTudmkaThl KOHTPOISI Ka4ecTBa MOCTaBMSIOTCS B KaXO0W KOpobke ¢ nuTaTenbHbIMU cpefamu. B ceptudmkarax KoHTporns
Ka4yecTBa nepeyvncrieHbl TECTOBbIE MUKPOOPraHu3Mbl, BKMtoyas kynetypbl ATCC, onpegeneHHble ctaHgaptom CLSI M22
(Quality Control for Commercially Prepared Microbiological Culture Media — «KoHmporsnb kayecmea Mukpobuonoaudeckux cped
KyfibmuguposaHusi, co30aHHbIX Or1si KOMMEPYECKO20 UCMOMb308aHUsI»). Bpems obHapyeHus Ans kaXxaoro U3 opraHM3MoB,
nepeyvmncrieHHbIX B cepTudmkaTe KOHTPOIst KayecTBa Ans 3To cpedbl, He NpeBblwano 72 vaca.

* Neisseria meningitidis » Candida glabrata
ATCC 13090 ATCC 66032

* Haemophilus influenzae » Staphylococcus aureus
ATCC 19418 ATCC 25923

» Streptococcus pneumoniae* » Escherichia coli
ATCC 6305 ATCC 25922

» Streptococcus pyogenes » Alcaligenes faecalis
ATCC 19615 ATCC 8750

* Pseudomonas aeruginosa
ATCC 27853

*Limamm, pekomeHOyembiti CLSI

CBeaeHnst 0 KOHTpone KavecTBa Ans dnyopecueHTHoro annapata BD BACTEC cM. B COOTBETCTBYIOLLEM PYKOBOACTBE
nonb3oBaTtens gnyopecueHTHoro annapara BD BACTEC.

PE3YINbTATbI

«MonoxuTenbHbINy 0bpasel, onpeaensetcsa dryopecueHTHbIM annapatom BD BACTEC n ykasbiBaeT Ha NpeanonoXuTenbHoe
npucyTCTBUE BO (PrakoHe XMN3HECNOCOBOHBIX MUKPOOPraHN3MOB.

OrPAHUYEHUA MPUMEHEHUA METOOUKU

3arps3sHeHue

He ponyckainTe 3arpsasHeHus obpasua Bo BpeMs ero B3sTus u nocesa Bo dnakoH BD BACTEC. 3arpssHeHHbIi obpasel, npueget
K «MONOXUTENBHOMY» pe3ynbTaTy, HO He AacT KIMMHUYECKM 3HaYMMOro pesynbsrata. BeiBog 0 3arpsasHeHun JormkeH 6biTb caenax
Ha OCHOBE Takux paKkTopoB, Kak TUM 0OHapY>XEHHOr0 MMKPOOPraHM3Ma, NpMCyTCTBME OAHOIO MUKPOOPraHn3ma B HECKOMbKMX
KynbTypax, uctopusi 6onesHu naumeHTa u T. .

BoccTaHoBneHue U3 o6pa3uoB KPOBM MUKPOOPraHU3MOB, YyBCcTBUTENbHbIX K MACH

KpoBb HenTpanuayeTt ToKCM4HbIN 3ddekT MACH no OTHOLLEHUIO K YYBCTBUTENbHBLIM K HEMY MUKPOOPraHu3mam, noaToMy
NpUCYTCTBUE MaKCUMarbHbIX 06beMoB KpoBy (8—10 M) cnocobcTBYET BOCCTAHOBIIEHMIO 3TUX MUKPOOpraHn3moB. Ecnn 3acesaetcs
MeHee 8 MIT KpoBW, ANs yCUneHusi pocta MUKPOOPraHM3MoB, YyBCTBUTENMbHbIX K npucyTcTeuto NMACH, moxeT 6biTb Ao6aBneHa
[OMNonHUTeNbHas LenbHasa YernoBeyeckasi KpoBb.

HekoTopbIM MuKpoopraHuamam, TpeboBaTenbHbIM K NUTaTeNbHbIM cpeaam, Hanpumep oTaenbHbIM Bugam Haemophilus,
Heobxoammbl hakTopbl pocTa (Hanpumep HAL unu cdaktop V), npenocrasnsiemMble obpasuom kposu. Ecnv obpasel kpoBu nmeet
o6bem 3,0 Mn unu meHee, To AN obHapY>XEHUs1 ATUX MUKPOOPraHM3MOB MOryT noTpeboBaTbCs COOTBETCTBYOLLME [06aBKM.

B kauyecTtBe nuTatenbHbIx 406aBOK MOXHO ncnonb3oBatb fobasky BD BACTEC FOS vnu LenbHyto YenoBeyeckyto KpoBb Anst
MUWKPOOPraHn3moB, TpeboBaTenbHbIX K MMTaTenbHbIM cpedam.

Hexn3Hecnoco6HbIe MUKPOOPraHU3Mbl

OKpaLIJeHHbIVI no Fpamy npenapar, B3TbIi U3 KynbTypbl Ha nuTaTenbHON cpefae, MOXET coaepxaTb HebonblLLOe KONMYecTBo
HEXMN3HECNOCOBHbIX MWKPOOPraHn3mosB, nepeHeceHHbIX BMeCTe C KOMMNOHeHTaMn cpelbl, peareHTaMn Ansa okpalunBaHuA,
NMMEPCUOHHbIM Macriom, npeamMmeTHbIMU CTeKNamMn 1 O6p83Ll,aMVI, ncnonb3dyemMmbiMu Ond nocesa. Kpome TOTro0, 06pa3eu mMarepuana
nauneHTa MOXeT coaepXXaTb MUKPOOPraHn3mMbl, He pacTyline Ha nuTaTenbHON cpefe unu cpeae, VICI'IOJ'IbSyeMOﬂ Ona nepecesa.
Takve o6paau,b| npu HeobxoaMmocTH HYXHO nepecesBaTtb Ha cneuvarbHble cpefbl.

AHTUMUKPOOGHas aKTUBHOCTb

Hentpanusaunsi aHTUMUKPOBOHOW aKTUBHOCTM CMOMaMu 3aBUCUT OT 4,03kl CMOS M BpeMeHu 3abopa obpasua. MNpu ncnonb3oBaHum
[06aBOK AOMKHbI MPUHMMATBCS BO BHYMaHWE COOTBETCTBYHOLLME CUTYyaLMK, Hanpumep, fobaBka NeHMumnnnHassl npu

nedyeHun B-nakramamu.

BoccTaHoBneHue Streptococcus pneumoniae

B aspo6Hoii cpege S. pneumoniae 06bI4HO OGHAPYXMBAKOTCSA BU3yaribHO U MHCTPYMEHTasbHO, HO B HEKOTOPLIX CIyYasix OHW He
o6HapyK1BaOTCA HY MPU OKpaLUMBaHWUK Mo [pamy, HU Npy cTaHaapTHOM nepecese. Ecnu Gbin 3acesH 1 aHaspoBHbIN (nakoH,
MMKPOG 0BbIYHO MOXHO BOCCTAHOBUTbL NyTeM adpoBHOro nepecesa 13 aHadPOGHOIO goniakoHa, MOCKOSbKY 3TOT MUKPOOPraH13m
XOPOLUO PacTeT B aHa3pobHbIX ycrosumsix !t



O6ume coobpaxeHus

OnTumaneHoe BblaeneHne opraHMamoB ByaeT AOCTUMHYTO NyTem AobaBneHns MakcmMarbHOro KOMyecTBa KpoBMU.
Ony6nyKoBaHHbIE KNMHUYECKUE NCCrEA0oBaHUS MOKa3bIBaloOT, YTO NMPUMEHEHNE MEHbLUMX OObEMOB KPOBU MOXET HeraTuBHO
NOBMUATL Ha BPEMSI BblAeneHns n/unm obHapyxeHus opraHnamos’2, KpoBb MOXeT cofepaTb aHTUMUKPOBHLIe BellecTsa

Uy gpyrne MHrmbutopbl, CnocobHble 3aMeanuTb POCT MUKPOOPraHW3MOB N NPENsATCTBOBaTb eMy. JIoXHble oTpuLaTenbHble
pe3ynbTaTbl MOTYT ObITb MOMYYeEHbl, €CNN B KPOBU NPUCYTCTBYHOT MUKPOOPraHW3Mbl, He NMPOM3BOASLLME JOCTAaTOYHOrO KOM4ecTBa
CO, anst obHapy>XeHnsi CUCTEMOMW, NN €CINN OCHOBHOWM POCT MUKPOOPraHW3MOB MMEN MeCTO [0 NoMeLLeHWs crakoHa B annapar.

B aHanuTuyeckux nccnenoBaHusx AaHHbIM annapat obHapyxuean 17 u3 18 TectupoBasLumxcs 0bpasLoB Leuconostoc spp.
JloxxHOMONOXMTENbHbIE pe3ynsTaThl MOTyT MOMYYUTHCS NPU BbICOKOM COAEPXKaHUM nenkoumToB. Bce aHanuTyeckue nccnegoBaHus
Ha JaHHOM annapaTte NPOBOAMIUCH C MPUMEHEHNEM CTaHAAPTHOrO 5-AHEBHOro NPOTOKOMa, NPOTOKOMbI C NPOAOIKUTENBHOCTBIO
6onee 5 AHel He oLEHMBaNuCh.

Morb3oBaTenb AOMKEH ObITb OCBEAOMIIEH O NOTEHLMANbLHOW BapuabenbHOCTU pe3ynbTaToB MpU BOCCTAHOBIEHUM KOHKPETHbIX
MVKPOOPraH1M3moB. OTO CBSI3aHO C XapaKTepHbIMM OCOBEHHOCTSIMU GUONOTMYECKOro MaTepuarna, NOMELLEHHOTO B MUTATENbHYO
cpeqy, a Takke ¢ NpUcyLLei MUKPOOpraHn3Mam N3MEHUYMBOCTbIO.

OXWOAEMbIE 3HAYEHUA N KOHKPETHBIE PABOYUE XAPAKTEPUCTUKU

OdekTBHOCTE NUTaTenbHbix cped BD BACTEC Plus Aerobic/F B cTeknsHHbIX donakoHax bbina fokasaHa B XO4e cepumn
He3aBUCUMBbIX KIMHUYECKUX UCTbITaHmiA!-3.8.9. NlaGopaTopHble MccrenoBaHUs No 3aceBy KymnbTyp, BbINOMHEHHbIE KoMnaHuel BD,
noaTBepAnnu, YTo adpdekTnBHocTb NuTatenbHbix cpeq BD BACTEC Plus Aerobic/F B mnacTukoBbix (oriakoHax aKBUBaneHTHa
adppekTmBHOCTU NuTaTenbHbIX cpeq BD BACTEC Plus Aerobic/F B cTeknsiHHbIX donakoHax'0. B xoae aHanuTUyeckunx nccrnenosBaHuii
Ha [@aHHOM annapaTe TeCTUPOBaHWIO NoaBepranuck apoxokn Candida albicans, C. glabrata n Cryptococcus neoformans.

HAINUYUE

Ne no karanory = OnucaHue
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IINTENDED USE

BD BACTEC™ Standard Anaerobic/F Culture Vials (prereduced enriched Soybean-Casein Digest broth with CO,) are for anaerobic
blood cultures. Principal use is with the BD BACTEC fluorescent series instruments for the qualitative culture and recovery of
anaerobic microorganisms from blood.

SUMMARY AND EXPLANATION

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

PRINCIPLES OF THE PROCEDURE

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

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

The BD BACTEC Standard Anaerobic/F Culture Vials contain the following reactive ingredients prior to processing:

List of Ingredients

Processed Water 40 mL
Soybean-Casein Digest Broth 3.0% wiv
Yeast Extract 0.4% wiv
Animal Tissue Digest 0.01% w/v
Dextrose 0.25% w/v
Hemin 0.0005% w/v
Menadione 0.00005% wi/v
Thiols 0.10% w/v
Sodium Polyanetholesulfonate (SPS) 0.025% wiv

All BD BACTEC media are dispensed with added CO,. Anaerobic media are prereduced and dispensed with added CO, and N,.
Composition may have been adjusted to meet specific performance requirements.

Warnings and Precautions
For in vitro Diagnostic Use.
This Product Contains Dry Natural Rubber.

Pathogenic microorganisms including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. “Standard Precautions”1-4 and institutional guidelines should be followed in handling all items contaminated
with blood and other body fluids.

Prior to use, each vial should be examined for evidence of contamination such as cloudiness, bulging or depressed stopper,

or leakage. DO NOT USE any vial showing evidence of contamination. A contaminated vial could contain positive pressure.

If a contaminated vial is used for direct draw, gas or contaminated culture media could be refluxed into the patient’s vein. Vial
contamination may not be readily apparent. If a direct draw procedure is used, monitor the process closely to avoid refluxing
materials into the patient.

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

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

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



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

Storage Instructions

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

SPECIMEN COLLECTION

The specimen must be collected using sterile techniques to reduce the chance of contamination. The range of blood volume

which can be cultured is 3—7 mL. It is recommended that the specimen be inoculated into the BD BACTEC vials at bedside. Most
commonly, a 10cc or 20cc syringe with a BD Luer-Lok brand tip is used to draw the sample. If appropriate, a BD Vacutainer® Brand
Needle Holder and a BD Vacutainer Brand Blood Collection Set, BD Vacutainer Safety-Lok™ Blood Collection Set or other tubing
“butterfly” set may be used. If using a needle and tubing set (direct draw), carefully observe the direction of blood flow when starting
sample collection. The vacuum in the vial will usually exceed 7 mL, so the user should monitor the volume collected by means of the
5 mL graduation marks on the vial label. When the recommended 5-7 mL has been drawn, the flow should be stopped by crimping
the tubing and removing the tubing set from the BD BACTEC vial.

The inoculated BD BACTEC vial should be transported as quickly as possible to the laboratory.

PROCEDURE

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

bulging or indented stoppers. Do not use if any defect is noted. Before inoculating, swab the septum with alcohol (iodine is not
recommended). Aseptically inject or draw directly 3—7 mL of specimen per vial. Inoculated anaerobic vials should be placed in
the BD BACTEC fluorescent series instrument as soon as possible for incubation and monitoring. If placement of an inoculated
vial into the instrument has been delayed and visible growth is apparent, it should not be tested in the BD BACTEC fluorescent
series instrument, but rather it should be subcultured, Gram-stained and treated as a presumptively positive bottle.

Vials entered into the instrument will be automatically tested every ten minutes for the duration of the testing protocol period.
Positive vials will be determined by the BD BACTEC fluorescent series instrument and identified as such (see the appropriate
BD BACTEC fluorescent series instrument User’'s Manual). The sensor inside the bottle will not appear visibly different in positive
and negative vials, however the BD BACTEC fluorescent series instrument can determine a difference in fluorescence.

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

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

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

For maximum yield of isolates, negative cultures may be checked by stain and/or subcultured at some point prior to discarding

as negative.

QUALITY CONTROL

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

DO NOT USE culture vials past their expiration date.

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

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

Clostridium histolyticum ATCC 19401 Bacteroides fragilis* ATCC 25285
Streptococcus pneumoniae  ATCC 6305 Staphylococcus aureus ATCC 25923
Clostridium perfringens ATCC 13124 Bacteroides vulgatus ATCC 8482
Escherichia coli ATCC 25922

*CLSI Strain

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

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



LIMITATIONS OF THE PROCEDURE

Contamination

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

Recovery of SPS Sensitive Organisms from Blood Samples

Peptostreptococcus anaerobius is SPS sensitive which may affect detection if an insufficient amount of sample is inoculated into
the vial.5

Nonviable Organisms

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

Recovery of Streptococcus pneumoniae

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

General Considerations

Recovery of isolates will be achieved by adding 3—7 mL of blood. Blood may contain antimicrobials or other inhibitors which may
slow or prevent the growth of microorganisms. False negative readings may result when certain organisms are present which do not
produce enough CO, to be detected by the system or significant growth has occurred before placing the vial into the system. False
positivity may occur when the white blood cell count is high.

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

The default 5-day (120 hours) protocol was utilized for all analytical testing with the BD BACTEC Standard Anaerobic/F culture
media and protocol lengths of >5 days have not been evaluated.

EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS

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

A total of 528 paired sets at 10 to 100 CFU per vial were evaluated for recovery using a diverse set of microorganisms frequently
isolated in blood. Of the 528 paired sets, 504 sets recovered organisms in both the BD BACTEC Standard Anaerobic/F medium
contained in a plastic vial and the BD BACTEC Standard Anaerobic/F medium contained in a glass vial. All recovered organisms
grew in the paired sets, so neither the BD BACTEC Standard Anaerobic/F medium contained in a plastic vial nor the BD BACTEC
Standard Anaerobic/F medium contained in a glass vial detected/ recovered organisms exclusively. Peptostreptococcus anaerobius
(24 sets) was not detected in either BD BACTEC Standard Anaerobic/F medium contained in a plastic vial or the BD BACTEC
Standard Anaerobic/F medium contained in a glass vial at actual inoculum level of 37 CFU/vial with blood volumes of 3 and 7 mL. All
paired replicates demonstrated no growth upon terminal subculture.

The median time to detection difference between the paired sets across all inoculum levels (0—1 CFU, 1-10 CFU and 10-100 CFU
per bottle) was -0.417 hours (approximately 30 min), in favor of the BD BACTEC Standard Anaerobic/F medium contained in a
plastic vial. There was one false negative result (i.e., end of protocol, instrument negative vials with a positive terminal subculture)
observed with the BD BACTEC Standard Anaerobic/F medium contained in a glass vial: Streptococcus agalactiae inoculated at

0 CFU.

The following organisms were evaluated in the analytical studies: Bacteroides fragilis, Bacteroides ovatus, Bacteroides
thetaiotaomicron, Bacteroides vulgatus, Clostridium histolyticum, Clostridium novyi , Clostridium perfringens, Enterococcus faecalis,
Enterococcus faecium, Escherichia coli, Finegoldia magna, Fusobacterium nucleatum, Klebsiella pneumoniae, Peptoniphilus
asaccharolyticus, Peptostreptococcus anaerobius, Porphyromonas asaccharolytica, Staphylococcus aureus, Staphylococcus
epidermidis, Streptococcus agalactiae, Streptococcus pneumoniae, Streptococcus pyogenes, and Veillonella parvula.

In microbial detection limit testing, a total of 312 paired sets at target inoculum levels of 0 to1 and 1 to 10 CFU per vial were
evaluated. This study was designed to assess the capability of the BD BACTEC blood culture media to detect one CFU, when
present. Of the 312 paired sets tested, 191 paired sets were instrument positive (grew and detected) and 46 paired sets were
instrument negative (did not grow and detect). There were 36 instances when only the predicate device was instrument positive and
39 instances when only the modified device was instrument positive.

AVAILABILITY

Cat. No. Description
442024 BD BACTEC™ Standard Anaerobic/F Culture Vials, case of 50 vials
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Manufacturer / Mpoussoauten / Vyrobce / Fabrikant / Hersteller / KaraokeuaoTng / Fabricante / Tootja / Fabricant / Proizvodac / Gyarto / Fabbricante / ATkapywbi /
Az ) #| / Gamintojas / RaZotajs / Tilvirker / Producent / Producator / Mpoussoautens / Vyrobca / Proizvodac / Tillverkare / Uretici / Bupo6Huk / 7= i

Use by / Manonasaite go / Spotiebujte do / Brug far / Verwendbar bis / Xprion éwg / Usar antes de / Kasutada enne / Date de péremption / A& 718 / Upotrijebiti
do / Felhasznalhatdsag datuma / Usare entro / [eviin nanganaHyra / Naudokite iki / Izlietot I1dz / Houdbaar tot / Brukes for / Stosowa¢ do / Prazo de validade / A se
utiliza pana la / Uicnonb3oeats o / Pouzite do / Upotrebiti do / Anvand fére / Son kullanma tarihi / Bukopuctatu go\line / i i 1k H 1
YYYY-MM-DD / YYYY-MM (MM = end of month)
rrrr-mmM-aa / rerr-MM (MM = kpasi Ha meceua)
RRRR-MM-DD / RRRR-MM (MM = konec mésice)
AAAA-MM-DD / AAAA-MM (MM = slutning af maned)
JJJJ-MM-TT / JJJJ-MM (MM = Monatsende)
EEEE-MM-HH / EEEE-MM (MM = 1éAog Tou prjva)
AAAA-MM-DD / AAAA-MM (MM = fin del mes)
AAAA-KK-PP / AAAA-KK (KK = kuu I16pp)

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)
HKAAK-AA-KK / HHKHKOK-AA / (AA = aiiablH COHbI)
YYYY-MM-DD/YYYY-MM(MM = € Z)

MMMM-MM-DD / MMMM-MM (MM = ménesio pabaiga)
GGGG-MM-DD/GGGG-MM (MM = ménesa beigas)
JJJJ-MM-DD / JJJJ-MM (MM = einde maand)
AAAA-MM-DD / AAAA-MM (MM = slutten av maneden)
RRRR-MM-DD / RRRR-MM (MM = koniec miesigca)
AAAA-MM-DD / AAAA-MM (MM = fim do més)
AAAA-LL-ZZ | AAAA-LL (LL = sfarsitul lunii)
rrrr-MM-aa / rrrr-MM (MM = koHel, mecsila)
RRRR-MM-DD / RRRR-MM (MM = koniec mesiaca)
GGGG-MM-DD / GGGG-MM (MM = kraj meseca)
AAAA-MM-DD / AAAA-MM (MM = slutet av manaden)
YYYY-AA-GG / YYYY-AA (AA = ayin sonu)
PPPP-MM-1 / PPPP-MM (MM = kiHeub Micaus)
YYYY-MM-DD / YYYY-MM (MM = JI %)

Catalog number / KatanoxeH Homep / Katalogové &islo / Katalognummer / ApiBuo6g katahdyou / Nimero de catélogo / Katalooginumber / Numéro catalogue /
Katalo$ki broj / Katalégusszam / Numero di catalogo / Katanor Hemipi / 7FE- 271 ¥ 3. / Katalogo / numeris / Kataloga numurs / Catalogus nummer / Numer
katalogowy / Numar de catalog / Homep no katanory / Katalogové &islo / Katalogki broj / Katalog numarasi / Homep 3a katanorom / H %5

Authorized Representative in the European Community / OtopuaupaHx npefctasuten B EBponerickata obHocT / Autorizovany zastupce pro Evropském
spolecenstvi / Autoriseret repreesentant i De Europzaeiske Fzellesskaber / Autorisierter Vertreter in der Europaischen Gemeinschaft / E§ougiodotnuévog
avTimpéowTrog oTnv Eupwtraiki KovétnTta / Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Noéukogus / Représentant autorisé
pour la Communauté européenne / Autorizuirani predstavnik u Europskoj uniji / Meghatalmazott képviselé az Eurdpai K6z6sségben / Rappresentante autorizzato
nella Comunita Europea / EBpona kaybiMaacTbifbiHaars! yakinetTi ekin /-5 35 A 2] 919 vk / |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 Europeana / YnonHomMo4eHHbI npeacTaBuTenb
B EBponeiickom coobuiectse / Autorizovany zastupca v Eurépskom spologenstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i
Europeiska gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnosHosaxeHuit npeactasHuk y kpaiHax €C / Wil 3k [ kS

In Vitro Diagnostic Medical Device / MeauuuHcku ypeq 3a AvwarHoctuka uH BuTpo / Lékarské zafizeni uréené pro diagnostiku in vitro / In vitro diagnostisk medicinsk
anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikr 1aTpikf cuokeur) / 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 / YXacaHab! xargaiiaa xypriseTiH MeguumHanbik anardoctuka acnabel / In Vitro Diagnostic 2] & 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 diagnéstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeanuuHckuii npu6op 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 / MeanuHuit npucTpin Anst AiarHocTukm in vitro / 42 WT Y7 3 %

Temperature limitation / TemnepatypHu orpaHnyexus / Teplotni omezeni / Temperaturbegraensning / Temperaturbegrenzung / Mepiopiopoi Beppokpaciag / Limitacion
de temperatura / Temperatuuri piirang / Limites de température / Dozvoljena temperatura / HSmérsékleti hatar / Limiti di temperatura / TemnepatypaHb! wekTtey /-
) gk / Laikymo temperatiira / Temperataras ierobezojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie temperatury / Limites de temperatura / Limite
de temperatura / OrpaHuyenne Temnepatypbl / Ohranicenie teploty / Ograni¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexeHHs Temnepatypu

1 I BE PR 1

Batch Code (Lot) / Kon Ha naptupata / Kéd (islo) Sarze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikég mraprtidag (raptida) / Codigo de lote (lote) / Partii kood /
Numéro de lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama koabl / Bl x| L =(2E) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer
/ Batch-kode (parti) / Kod partii (seria) / Cédigo do lote / Cod de serie (Lot) / Koa naptuwm (not) / Kéd série (Sarza) / Kod serije / Partinummer (Lot) / Parti Kodu (Lot)
/ Kop nmaprii / it 4D

Contains sufficient for <n> tests / CbabpxaHneTo e gocTaTbyHo 3a <n> Tecta / Dostate¢né mnozstvi pro <n> testu / Indeholder tilstraekkeligt til <n> tests /
Ausreichend fiir <n> Tests / Mepiéxel emapkn moodTnTa yia <n> e&eTdoelg / Contenido suficiente para <n> pruebas / Kiillaldane <n> testide jaoks / Contenu suffisant
pour <n> tests / Sadrzaj za <n> testova / <n> teszthez elegendé / Contenuto sufficiente per <n> test / <n> TecTTepi yLiH xeTkinikTi / <n> B| 2 E 7} Z4-3] £33

/ Pakankamas kiekis atlikti <n> testy / Satur pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder tilstrekkelig til <n> tester / Zawiera ilo$¢
wystarczajgcg do <n> testéw / Contetdo suficiente para <n> testes / Continut suficient pentru <n> teste / [loctatouHo ans <n> Tectos(a) / Obsah vystaci na <n>
testov / SadrZaj dovoljan za <n> testova / Innehaller tillrackligt for <n> analyser / <n> test igin yeterli malzeme igerir / Buctaunts ans aHaniais: <n>/ L85k <n>
gionl]

Consult Instructions for Use / HanpaseTe cnpaBka B MHCTpyKuuuTe 3a ynotpeba / Prostudujte pokyny k pouziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouleuTeite Tig 00nyieg 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 / MaiinanaHy HyckaymnbiFbIMeH TaHbiChin anbiHbia / AF-8 A 3 2+ / 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. pykoBoacTtso no akcnnyatauuu / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu /
Se bruksanvisningen / Kullanim Talimatlari’na bagvurun / [ius. iHCTpyKuii 3 BUKopucTaHHs / 1 2 [ i JH 1i 1]
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Do not reuse / He nanonssaiite otHoBo / Nepouzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emravaypnoiyotroieite / No reutilizar / Mitte
kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Manganan6aneis / A8 %] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowac¢ powtdrnie / Nao reutilize / Nu refolositi / He ncnoneaosats nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéndas / Tekrar kullanmayin / He BukopuctoBysatv nosTopHo / i Z7) # & i ]

Serial number / CepneH 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 / #4115

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 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 diagnosztikdhoz / Solo per
valutazione delle prestazioni IVD / XXacaHab! afaaiaa «npobupka ilwiHaey» AnarHocTukaaa Tek XyMblcTel 6aranay ywin / IVD A5 3 7)ol thaf 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 ANarHoCTUKM in
vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering av diagnostisk anvandning in vitro / Yalnizca IVD
Performans degerlendirmesi iin / Tinbku 4na ouiHOBaHHS AKOCTI AiarHocTuky in vitro / AR IVD i bE(h

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 / HwkHuit npegen
Temnepatypbl / Spodna hranica teploty / Donja granica temperature / Nedre temperaturgréns / Sicaklik alt siniri / MiHimansHa Temnepartypa / i /% K R

Control / KonTponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contrdle / Controllo / Bakeinay / 71 E& / Kontrolé / Kontrole / Controle / Controlo /
KoHTponb / kontroll / KoHtporb / X} #E

Positive control / Monoxutenen koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©¢Tik6g pdptupag / Control positivo / Positiivne kontroll / Controle
positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH 6akbinay / 44 71 E & / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola
dodatnia / Controlo positivo / Control pozitiv / MonoxutensHbin koHTponb / Pozitif kontrol / MoautusHuin 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 HE 71

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’éthylene / Metoda sterilizacije: etilen oksid / Sterilizalas modszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene /
Crepunusauus afici — atuneH ToTbifbl / A% W of & 912 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: atunernokens / Metdda sterilizacie: etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon
yontemi: etilen oksit / MeToa ctepunisauii: eTuneHokcumom / K Jik: WA Lk

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: zratenje / Sterilizalas modszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus agici — cayne Tycipy / 225 % : 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 crepunusauuu: obnydenue / Metoda sterilizacie: oziarenie / Metoda
sterilizacije: ozradavanje / Steriliseringsmetod: stralning / Sterilizasyon yéntemi: irradyasyon / Metoa ctepunisauii: onpomiHeHHsm / K 4 idi: 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 biolégico / Riscuri biologice / Brionoruyeckas onacHocts / Biologické riziko / Biolo$ki rizici / Biologisk risk /
Biyolojik Riskler / Biornoriuna Hebeaneka / 442 KUK

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 ouvodeuTIKA €yypaga / Precaucion, consultar la
documentacién adjunta / Ettevaatust! Lugeda kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenije, koristi pratecu dokumentaciju

/ Figyelem! Olvassa el a mellékelt tajékoztatot / Attenzione: consultare la documentazione allegata / AGaiinaHpia, TUICTI KyKaTTapMeH TaHbICbiHbI3 / 5-2], 5-45-%
A A 2 | Démesio, zidrékite pridedamus dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig,

se vedlagt dokumentasjon / Nalezy zapoznac sig z dotgczonymi dokumentami / Cuidado, consulte a documentagéao fornecida / Atentie, consultati documentele
nsotitoare / BHumaHwue: cm. npunaraemyto fokymenTaumio / Vystraha, pozri sprievodné dokumenty / Paznja! Pogledajte prilozena dokumenta / Obs! Se medféljande
dokumentation / Dikkat, birlikte verilen belgelere bagvurun / Ysara: avB. cynyTHio fokymeHTawito / /Ny, 152 [ Bt 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 / Felsé6 hémérsékleti hatar / Limite
superiore di temperatura / TemneparypaHbiH pykcat eTinreH xorapfbl weri / %3 &= / Aukiausia laikymo temperatdra / Aug$éja temperattras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limitd maxima de temperatura / Bepxuuit npeaen
Temnepatypsl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa Temneparypa / i )% 1 [f

Keep dry / Masete cyxo / Skladujte v suchém prostiedi / Opbevares tert / Trocklagern / @uAdgTe 1o oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec /
Drzati na suhom / Szaraz helyen tartandé / Tenere all'asciutto / Kyprak kyiinge ycra / 213 48] 54 / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes
tert / Przechowywac w stanie suchym / Manter seco / A se feri de umezeala / He ponyckatb nonagaxus snarv / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertv sin Bonorw / i {4435 11

Collection time / Bpeme Ha cu6upane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa cuMoyrig / 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 / A [H]

Peel / O6enerte / Oteviete zde / Abn / Abziehen / ATrokoAAroTe / Desprender / Koorida / Décoller / Otvoriti skini / Hizza le / Staccare / ¥cTiHri kabaTbiH anbin TacTa /
B 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
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UTILIZARE SPECIFICA

Flacoanele de cultura BD BACTEC™ Standard Anaerobic/F Culture Vials (bulion preredus, imbogatit, cu digerat de cazeina din
soia, cu CO,) sunt pentru culturi anaerobe de s&nge. Modul principal de utilizare este impreuna cu instrumentele BD BACTEC din
seria cu fluorescenta pentru cultivarea si recuperarea calitativa a microorganismelor anaerobe din sange.

REZUMAT $1 EXPLICATII

Proba care va fi testata este inoculata intr-una sau mai multe flacoane, care sunt introduse in dispozitivul BD BACTEC din seria cu
fluorescenta pentru incubare si citire periodica. Fiecare flacon contine un senzor chimic, care poate detecta cresterea concentratiei
de CO, produs prin cresterea microorganismelor. Senzorul este monitorizat de instrument la fiecare zece minute, pentru a detecta
cresterea gradului sau de fluorescenta, care este proportional cu cantitatea de CO, prezent. O citire pozitiva indica posibila prezenta
n flacon a unor microorganisme viabile. Detectarea este limitata la microorganismele care vor creste intr-un anumit tip de mediu.

PRINCIPIILE PROCEDURII

Daca in proba pentru testare inoculata in flaconul BD BACTEC exista microorganisme, cand acestea vor metaboliza substraturile
prezente in flacon, se va produce CO,. Cresterea gradului de fluorescenta al senzorului din flacon, determinata de cresterea
concentratiei de CO,, este monitorizata de instrumentul BD BACTEC din seria cu fluorescenta. Analiza vitezei si a amplorii cresterii
concentratiei de CO, permite instrumentului BD BACTEC din seria cu fluorescenta sa stabileasca daca flaconul este pozitiv, adica
daca proba pentru testare contine organisme viabile.

REACTIVI

Flacoanele pentru cultura BD BACTEC Standard Anaerobic/F Culture Vials contin, inainte de prelucrare, urmatoarele ingrediente
reactive:

Lista ingredientelor

Apa prelucrata 40 ml

Bulion cu digerat de cazeina din soia 3,0% giv
Extract de drojdie 0,4% glv
Digerat de tesut animal 0,01% glv
Dextroza 0,25% glv
Hemina 0,0005% g/v
Menadiona 0,00005% g/v
Tioli 0,10% g/v
Polietolsulfonat de sodiu (SPS) 0,025% glv

Toate mediile BD BACTEC sunt distribuite cu CO, adaugat. Mediile anaerobe sunt prereduse si distribuite cu CO, si N, adaugate.
Este posibil ca aceasta compozitie sa fi fost adaptata pentru a indeplini anumite cerinte de performanta.

Avertismente si precautii
Tn scopul diagnosticului in vitro.
Acest produs contine cauciuc natural uscat.

in probele clinice pot fi prezente microorganisme patogene, inclusiv virusurile hepatice si virusul imunodeficientei
umane. La manevrarea tuturor elementelor contaminate cu sange si alte lichide biologice trebuie respectate ,,Precautiile
standard” -4 si regulamentul institutiei.

Inainte de utilizare, fiecare flacon trebuie cercetat pentru a descoperi eventualele semne de contaminare, cum ar fi turbiditate,
membrana proeminenta sau infundata ori scurgeri. NU UTILIZATI niciun flacon care prezinta semne de contaminare. Un flacon
contaminat poate contine presiune pozitiva. Daca se utilizeaza flaconul contaminat direct pentru recoltare, gazul sau mediul de
cultura contaminat poate fi introdus in vena pacientului. Contaminarea flaconului poate sa nu fie imediat evidenta. Atunci cand se
practica recoltarea directa, supravegheati procedeul cu atentie, pentru a evita introducerea substantelor in pacient.

Nu trebuie utilizate flacoane cu semne de turbiditate, contaminare sau decolorare (opacifiere). in cazuri rare, un flacon poate fi
insuficient etansat. In acest caz, continutul flaconului se poate scurge sau varsa, mai ales dacé flaconul este intors. Daca flaconul
a fost inoculat, tratati cu precautie lichidul scurs sau vérsat deoarece poate contine organisme sau agenti patogeni. Inainte de a le
nlatura, sterilizati prin autoclavare toate flacoanele inoculate.

Flacoanele cu culturi pozitive pentru recultivare sau colorare etc.: Thainte de recoltarea probelor trebuie sa eliberati gazul care se
formeaza, adesea, din cauza metabolismului microbian. Recoltarea probelor trebuie realizata, daca este posibil, intr-o boxa sigura
din punct de vedere biologic si trebuie purtatd o imbracaminte protectoare corespunzatoare, inclusiv manusi si masti. Pentru mai
multe informatii referitoare la subcultivare, consultati capitolul Procedura.



Pentru a reduce la minimum posibilitatea scurgerilor in timpul inocularii probelor in flacoanele de cultura, utilizati seringi cu ace
nedetasabile sau cu varfuri marca BD Luer-Lok™.

Testele moleculare efectuate pe culturi de sénge pozitiv vor detecta atat organismele viabile, cat si pe cele neviabile care se
gasesc in mediul de cultura. De aceea, rezultatele testelor moleculare trebuie evaluate impreuna cu rezultatele coloratiei Gram, in
conformitate cu practicile standard de ingrijire, precum si cu instructiunile de utilizare ale producatorului.

Instructiuni de pastrare

Flacoanele BD BACTEC sunt gata pentru utilizare asa cum au fost primite si nu necesita reconstituire sau diluare. Pastrati-le intr-un
loc racoros si uscat (2—25 °C), ferite de lumina directa.

RECOLTAREA PROBELOR

Probele trebuie recoltate utilizand tehnici sterile, pentru a reduce posibilitatea de contaminare. Intervalul de valori pentru volumul

de sange care poate fi cultivat este de 3—7 ml. Se recomanda inocularea probelor in flacoanele BD BACTEC la patul pacientului.
Pentru recoltarea probei este folosita, cel mai frecvent, o seringa de 10 cc sau 20 cc, cu varf marca BD Luer-Lok. Daca este cazul,
pot fi utilizate un suport pentru ac marca BD Vacutainer® si un set de recoltare a sangelui marca BD Vacutainer, un set de recoltare
a sangelui BD Vacutainer Safety-Lok™ sau alt set cu tubulatura tip ,branuld”. Daca se utilizeaza un ac si un set de tubulatura
(recoltare directa), trebuie urmarita cu atentie directia de curgere a sangelui la inceputul recoltarii probei. Vidul din flacon depaseste,
de obicei, 7 ml, astfel incat utilizatorul trebuie sa urmareasca volumul colectat cu ajutorul gradatiilor de 5 ml aflate pe eticheta
flaconului. Atunci cand cei 5-7 ml recomandati au fost recoltati, curgerea trebuie intrerupta prin presarea tubulaturii si indepartarea
setului de tubulatura din flaconul BD BACTEC.

Flaconul BD BACTEC inoculat trebuie transportat la laborator cat mai repede.

PROCEDURA

Desfaceti capacul flaconului BD BACTEC si inspectati flaconul pentru a observa existenta crapaturilor, a contaminarii, a turbiditatji
excesive si a dopurilor ce ar putea prezenta umflaturi sau indentatji. Nu utilizati daca se observé orice defect. inainte de

inoculare, stergeti membrana cu alcool (iodul nu este recomandat). Injectati aseptic sau recoltati direct o proba de 3—7 ml per
flacon. Flacoanele anaerobe inoculate trebuie introduse in instrumentul BD BACTEC din seria cu fluorescenta cat mai
repede posibil, pentru incubatie si monitorizare. Daca se intarzie asezarea in instrument a unui flacon inoculat si este evidenta
cresterea bacteriana, atunci flaconul nu trebuie testat cu instrumentul BD BACTEC din seria cu fluorescenta, ci mai degraba trebuie
subcultivat, colorat Gram si tratat ca un flacon presupus pozitiv.

Flacoanele introduse in instrument vor fi testate automat la fiecare zece minute, pe toata durata protocolului de testare. Flacoanele
pozitive vor fi recunoscute de instrumentul BD BACTEC din seria cu fluorescenta si identificate ca atare (consultati manualul de
utilizare adecvat al instrumentului BD BACTEC din seria cu fluorescenta). Senzorul din interiorul flaconului nu va avea un aspect
vizibil diferit in flacoanele pozitive si negative, insa instrumentul BD BACTEC din seria cu fluorescenta poate determina diferenta de
fluorescenta.

Daca la finalul perioadei de testare un flacon negativ are aspect vizual pozitiv (adica sange coagulat, membrana proeminenta,
sange lizat si/sau foarte inchis la culoare), trebuie subcultivat si colorat Gram si tratat ca probabil pozitiv.

Flacoanele pozitive trebuie subcultivate si trebuie preparate lame cu coloratie Gram. In marea majoritate a cazurilor, organismele
vor fi observate si poate fi intocmit un raport preliminar pentru medic. Din lichidul continut in flacoanele BD BACTEC pot fi prelucrate
subculturi pe medii selective si poate fi realizat un test direct preliminar de sensibilitate antimicrobiana.

Subcultivarea: inainte de subcultivare, asezati flaconul in pozitie dreapta si plasati o compresa cu alcool deasupra membranei.
Pentru a crea presiune in flacon, utilizati o unitate de ventilatie adecvata (nr. cat. BD 249560 sau echivalent). Acul trebuie scos
dupa ce presiunea este eliberata si inainte de recoltarea probelor din flacon pentru subcultura. Insertia si extragerea acului trebuie
efectuate printr-o miscare liniara, evitand orice miscari de rasucire.

Pentru randamentul maxim al izolatelor, culturile negative pot fi verificate prin colorare si/sau subcultivare la un anumit moment
anterior aruncarii ca rezultate negative.

CONTROL DE CALITATE

Cerintele controlului de calitate trebuie indeplinite conform reglementarilor locale, nationale si/sau federale in vigoare sau cerintelor
de acreditare si procedurilor de laborator standard pentru controlul de calitate. Se recomanda ca utilizatorul sa consulte ghidurile
CLSI si reglementarile CLIA adecvate pentru practicile adecvate referitoare la controlul de calitate.

NU UTILIZATI flacoane de cultura cu termenul de valabilitate depasit.

NU UTILIZATI flacoane de cultura ce prezinta crapaturi sau defecte; aruncati flaconul in maniera corespunzatoare.

Certificate de control al calitatii sunt furnizate cu fiecare cutie de medii. Certificatele de control al calitatii enumera organismele
pentru testare, inclusiv culturile ATCC® specificate in standardul CLSI M22, Quality Control for Commercially Prepared
Microbiological Culture Media (Controlul de calitate pentru mediile de cultura microbiologica preparate in scop comercial). Intervalul
de timp pentru detectare, exprimat in ore, a fost < 72 de ore:

Clostridium histolyticum ATCC 19401 Bacteroides fragilis* ATCC 25285
Streptococcus pneumoniae  ATCC 6305 Staphylococcus aureus ATCC 25923
Clostridium perfringens ATCC 13124 Bacteroides vulgatus ATCC 8482
Escherichia coli ATCC 25922

*Tulpina CLSI

Pentru informatii privind controlul de calitate pentru instrumentul BD BACTEC din seria cu fluorescenta, consultati manualul de
utilizare adecvat al instrumentului BD BACTEC din seria cu fluorescenta.
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REZULTATE

O proba pozitiva este determinata de instrumentul BD BACTEC din seria cu fluorescenta si indica posibila prezenta in flacon a unor
microorganisme viabile.

LIMITARILE PROCEDURII

Contaminarea

Este necesara o atentie sporita pentru a preveni contaminarea probelor in timpul recoltarii si inocularii in flaconul BD BACTEC.

O proba contaminata va determina o valoare pozitiva, dar nu va reprezenta o proba relevanta clinic. O astfel de determinare trebuie
realizata de catre utilizator pe baza unor factori ca tipul organismului recuperat, prezenta aceluiasi organism in mai multe culturi,
istoricul pacientului etc.

Recuperarea din probele de sdnge a organismelor sensibile la SPS

Peptostreptococcus anaerobius este sensibil la SPS, fapt care poate afecta detectarea daca in flacon se inoculeaza o cantitate
insuficienta de proba.5

Organisme neviabile

O lama colorata Gram dintr-un mediu de cultura poate contine un numar mic de organisme neviabile derivate din constituentii
mediului, reactivi de colorare, ulei de imersie, lame de sticl& si probe utilizate pentru inoculare. Tn plus, proba pacientului poate
contine organisme care nu se vor dezvolta in mediu de cultura sau in mediile utilizate pentru subculturi. Astfel de probe trebuie
subcultivate, in mod corespunzétor, pe medii speciale.®

Recuperarea Streptococcus pneumoniae

in medii aerobe, S. pneumoniae va fi in mod caracteristic pozitiv atat vizual cat si in instrument, dar in unele cazuri nu va fi observat
niciun organism in coloratie Gram sau recuperat din subculturile obignuite. Daca a fost inoculat, de asemenea, un flacon anaerob,
organismul poate fi recuperat, de obicei, prin subcultivarea aeroba din flaconul anaerob, din moment ce s-a raportat ca organismul
poate creste si in conditii anaerobe.”

Considerente generale

Recuperarea izolatelor poate fi atinsa prin adaugarea a 3—7 ml de sange. Sangele poate contine agenti antimicrobieni sau alfj
inhibitori care, de asemenea, pot incetini sau impiedica cresterea microorganismelor. Pot rezulta citiri fals negative in cazul in care
anumite organisme prezente nu produc destul CO, pentru a fi detectat de catre sistem sau daca o parte importanta a cresterii a avut
loc tnhainte de introducerea flaconului in sistem. Valorile fals pozitive pot aparea atunci cand numarul de leucocite este mare.

Datorita naturii materialelor biologice ale produselor din medii si a variabilitatii inerente a organismelor, utilizatorul trebuie sa fie
constient de posibilitatea variabilitatii rezultatelor la recuperarea anumitor microorganisme.

A fost utilizat protocolul implicit de 5 zile (120 de ore) pentru testarea analitica cu mediul de cultura BD BACTEC Standard
Anaerobic/F, iar protocoalele cu durate > 5 zile nu au fost evaluate.

VALORI ESTIMATE $I CARACTERISTICI DE PERFORMANTA SPECIFICE

Performanta mediului BD BACTEC Standard Anaerobic/F in flacoane din sticla a fost stabilita printr-un numar de studii clinice
externe.8 Studiile de insamantare in laborator efectuate de BD au indicat o performanta echivalentd a mediului BD BACTEC
Standard Anaerobic/F in flacoane din plastic in comparatie cu mediul BD BACTEC Standard Anaerobic/F in flacoane din sticla.9

Un total de 528 de perechi de seturi cu 10 pana la 100 UFC per flacon au fost evaluate in ceea ce priveste recuperarea, folosind
un set divers de microorganisme izolate frecvent in culturi de sange. Dintre cele 528 de perechi de seturi, 504 seturi au recuperat
organisme atat in mediul BD BACTEC Standard Anaerobic/F in flacon din plastic, cat si in mediul BD BACTEC Standard
Anaerobic/F in flacon din sticla. Toate organismele recuperate au crescut in perechile de seturi, agsadar mediul BD BACTEC
Standard Anaerobic/F in flacon din plastic si mediul BD BACTEC Standard Anaerobic/F in flacon din sticla nu au detectat sau
recuperat organisme in mod exclusiv. Peptostreptococcus anaerobius (24 de seturi) nu a fost detectat in mediul BD BACTEC
Standard Anaerobic/F in flacon din plastic, nici in mediul BD BACTEC Standard Anaerobic/F in flacon din sticla, la un nivel actual
al substantei de inoculare de 37 CFU/flacon, cu volume de sange de 3 si 7 ml. Toate perechile de duplicate nu au demonstrat nicio
crestere dupa subcultura terminala.

Diferenta de durata medie necesara pentru detectare dintre perechile de seturi la toate nivelurile substantei de inoculare (0-1 CFU,
1-10 CFU si 10-100 CFU per flacon) a fost de -0,417 ore (aproximativ 30 min) in favoarea mediului BD BACTEC Standard
Anaerobic/F in flacon din plastic. A existat un rezultat fals negativ (anume, la sfarsitul protocolului, flacoane considerate negative
de instrument cu rezultate finale pozitive in urma subculturii) observat la utilizarea mediului BD BACTEC Standard Anaerobic/F in
flacon din plastic: Streptococcus agalactiae inoculat la 0 CFU.

Urmatoarele organisme au fost evaluate in studiile analitice: Bacteroides fragilis, Bacteroides ovatus, Bacteroides thetaiotaomicron,
Bacteroides vulgatus, Clostridium histolyticum, Clostridium novyi, Clostridium perfringens, Enterococcus faecalis, Enterococcus
faecium, Escherichia coli, Finegoldia magna, Fusobacterium nucleatum, Klebsiella pneumoniae, Peptoniphilus asaccharolyticus,
Peptostreptococcus anaerobius, Porphyromonas asaccharolytica, Staphylococcus aureus, Staphylococcus epidermidis,
Streptococcus agalactiae, Streptococcus pneumoniae, Streptococcus pyogenes si Veillonella parvula.

La testarea limitei de detectie microbiana, 312 perechi de seturi au fost testate in total, la niveluri {inta ale substantei de inoculare de
0—1si1-10 UFC per flacon. Acest studiu a fost proiectat pentru a evalua capacitatea mediului de cultura din sange BD BACTEC
sa detecteze o UFC, daca este prezenta. Dintre cele 312 perechi de seturi testate, 191 de perechi de seturi au fost pozitive in
instrument (crescute si detectate), iar 46 de perechi de seturi au fost negative in instrument (nu au crescut si nu au fost detectate).
Au existat 36 de situatii In care numai dispozitivul original a fost pozitiv in instrument si 39 de situatii in care numai dispozitivul
modificat a fost pozitiv in instrument.



DISPONIBILITATE

Nr. cat. Descriere
442024 BD BACTEC™ Standard Anaerobic/F Culture Vials (Flacoane de cultura), cutie cu 50 de flacoane
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£ BD BACTEC™ Standard Anaerobic/F Culture Vials

MuTatenbHbI COEBO-KA3EUHOBbIN 6Y/IbOH B NJIACTUKOBOM (IAKOHE
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Pycckun

HA3HAYEHUE

CraHpapTHble driakoHbl Ans kKynstuBupoBaHus BD BACTEC™ Standard Anaerobic/F (npeaBapuTenbHO BOCCTaHOBMEHHBbIN
oboraLleHHbIN NUTaTenbHbI COeBO-Kka3enHoBbIN 6ynboH ¢ CO,) NpeaHasHaveHbl AN aHaapobHbIX reMoKynbTyp. B ocHoBHOM
3TN hnakoHbl UCMONb3YIOTCA COBMECTHO ¢ npnbopamu BD BACTEC cnyopecLeHTHONM cepum NSt Ka4eCTBEHHOIO aHanmaa u
BblENeHNs aHadpOBHbIX MUKPOOPraHM3MOB 13 KPOBY.

KPATKWUIA OB30P U ONUCAHUE

Wccnenyembliii obpasel, 3aceBaeTcs B OAMH I HECKONbKO hriakoHoB, nocre Yero dnakoHbl nomeLlatotcs B npubop BD BACTEC
bryopecLeHTHON cepumn Ans MHKYGaLum u perynsipHoro CHUTbIBaHWS nokasaHuii. Kaxabli ornakoH COAepXXUT XMMUYECKUA AaTHUK,
perncTpupyoLLmMin NoBbilLeHne koHUeHTpaummn CO, B pesynbsTate pocTta MUKPOOpraHnamoB. Kaxable AecsaTb MUHYT Npubop cHUMaeT
rnokasaHus gatyvka — yBenuyeHue ypoBHs chriyopecLeHLmnm AaTumnka NponopLmoHanbHO KoHueHTpauum CO,. MonoxuTenbHbIN
pe3ynbTaT yKasblBaeT Ha NpeAnonoXuTensHoe NpPUCYTCTBUE BO hriakoHe XU3HECNOCOBHbIX MUKpoopraHnamoB. OGHapyxumBaTcs
TOMbKO MUKPOOPraHn3mbl, pacTyLime Ha NUTaTeNbHON Cpeae KOHKPETHOTO Tuna.

APUHUMUNBI METOOUKHU

Ecnun B TectoBOoM 06pa3ue, 3acesHHom Bo chnakoH BD BACTEC, npucyTCcTByOT MUKPOOPraHn3Mbl, TO NPY MOrMOLLEHNM MUKpobamum
cybcTpara, cogepxallerocsi BO drakoHe, Bolpabatbiaetcs CO,. MNpnbop BD BACTEC cnyopecueHTHOM cepun pernctpmpyet
yBenuyeHve ypoBHs riyopecLeHUmMn gatymka Bo onakoHe, BbI3BaHHOE NoBbilleHnem koHueHTpaumn CO,. AHanma ckopocTtu

1 ypOBHS NMpupocTa KoHueHTpauum CO, nossonsiet npubopy BD BACTEC driyopecueHTHON cepum onpeaennTb, ABASeTcs nu
raKkoH NONOXUTENbHbBIM, T. €. COAEPXaTCs N B UCMILITYEMOM 06pasLie XX13HeCcnocobHbIe MUKPOOPraHM3Mbl.

PEATEHTbI

[o obpaboTkn ctaHpapTHble dnakoHbl Ans kynstuempoBaHusa BD BACTEC Standard Anaerobic/F Culture Vials cogepxaTt
criepytolme peareHToCnoCobHblE UHIPEaNEHTbI.

CnucoK MHrpegueHToB

O6paboTaHHas Boga 40 mn

MuTaTenbHbIM COEBO-Ka3enHoBbIN OynbOH 3,0 % macc./ob.
[poxokeBon 3KCTPaKT 0,4 % macc./06.
MepeBap XNBOTHOM TKaHM 0,01 % macc./0b.
[ekcTposa 0,25 % macc./0b.
FemuH 0,0005 % macc./ob.
MeHaguoH 0,00005 % macc./0b.
Twonbl 0,10 % macc./06.
Hatpusa nonnanetoncynbdoHat (MACH) 0,025 % macc./0b.

Bce cpenbl BD BACTEC pacnpenensitotces ¢ gobasneHnem CO,. AHaspobHble cpefbl NpeaBapUTenbHO BOCCTaHaBNUBAKOTCS U
pacnpegensitotcsi ¢ fobasneHnem CO, u No.

CocTtaB MOXeT ObITb U3MEHEH Ansi COOTBETCTBUS KOHKPETHbIM TEXHUYECKNM Tpe6OBaHVIF|M.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

[ns guarHocTukw in vitro.

[MpoayKT CoAepXUT CyXoWn HaTypasnbHbIN Kaydyk.

B knuHMyeckmx obpasuax MoryT NpucyTCTBOBaTh NaToreHHbie MUKPOOpPraHU3MbIl, B TOM YUCrie BUPYChI renatuta u

BUpYyc ummyHoaeduumTa Yenoeka (BUY). Mpu pabote ¢ nobbiMmu npeameTamu, 3arpsisHEHHbIMU KPOBbLIO UK APYrMMU
6MONOrMYecKUMm XXUAKOCTSIMU, criegyeT cobniogaTb CTaHAapPTHbIE Mepbl MPeAOCTOPOXXHOCTU 4 U MHCTPYKLUUM yUpexaeHus!.
Mepen ncnonb3oBaHNeM kaxabivi hrnakoH HeobXoaMMO MPOBEPUTL Ha NPU3HAKKM 3arpsi3HeHns (MOMyTHeHVe pacTBopa,
BbINMPaloLLAs U BTAHyTas Membpana, yteukn). HE VCMOJb3YMUTE dnakoHbl ¢ npusHakamu sarpssHeHns. Cogepkumoe
3arpsA3HEHHOro oriakoHa MOXET MMETb NMONOXMTENbHOE AaBnenne. Ecnu 3arpasHeHHbIN nakoH nenone3yetcs AN npsMoro
3abopa obpasLa, To B BEHy nauueHTa MoOXeT OblTb 0OpaTHbIM TOKOM 3aHECEH ra3 UMK 3arpsi3HeHHas nuTaTenbHasi cpega.
3arpsasHeHve hrakoHa MOXeT ObiTb BHELLUHe Heo4eBUAHO. Ecnn npumenseTca TexHonorust npsimoro 3abopa obpasua, BHUMaTenbHO
crneguTe 3a npoueccoM, 4Tobbl n3bexaTb NoacacbiBaHNS MaTepuarnos B TENO NauueHTa.

Ecnu Bo dnakoHax HabnogaeTcst NOMYyTHEHUE, 3arpAa3HeHne nnn namMeHeHune (I'IOTeMHeHVIe) LBeTa, UX UCrnonb3oBaTtb He creayerT.
B penxumx crnyydasax nakoH MoOXeT 6bITb HEAOCTaTOYHO XOpoLUo 3aneyataH. B aToM crnyyae cogepxumoe driakoHa MOXeT
nogtekaTb Unu nponuBaTtbeCA, ocobeHHO npv nepesopavmBaHny drakoHa. Ecnn dpnakoH 3acesiH, cnefgyet o4eHb OCTOPOXKHO
OTHOCUTBLCA K YTEYKE UIN MPONUTUI0 COOAEPKUMOro — (PNakoH MOXET CcoAepKaTb NaToreHHble MUKPOOPTraHN3Mbl UMW areHThbl.
Mepen minwsaumeﬂ I'IpOCTepVIJ'IVISyVITe BCE 3acesiHHble orakoHbl B aBTOKaBe.



MpenocTepexeHne Npu nepecese, OKpaLLMBaHUM K OPYrMX MaHUNyNaumsax ¢ ornakoHamMu, aBLUMMU NOSIOKUTENbHbIA pe3ynbTar:
nepeg B3siTnem obpasua HeoOXoauMO BbIMYCTUTbL ra3, KOTOPbIV YacTo 06pa3yeTcs B NpoLecce XU3HEeAEATENbHOCTU MUKPOOPraHU3MOB.
B3siTne 06pasuoB He06x0aAMMO Mo BO3MOXHOCTM BbIMOMHSATE B GMONOrMyYecky 3aLlyLLEHHOM MOMELLEHMW, UCMOSb3YS 3aLLUTHYIO
crieLlogexay, B TOM Yucrie nepyaTku 1 macky. [lononHutensHble CBeAEHWs No nepecesy cM. B pasgene «Metoamkay.

[Ins MMHYMU3aUMKU NOTEHLMArbHOTO pUCKa yTeYkN MaTepuana Bo BpeMsi noceBa obpasLa Bo hriakoHbl AN KyNbTUBUPOBaHNUS
MCMNONb3YNTE LUNPULbI C NOCTOSHHO 3aKPEneHHbIMU UrnaMu nnv dupMeHHbIMyM HakoHeuHnkamu BD Luer-Lok™.

MonekynsipHble TECTbI, BbIMOIMHSEMbIE Ha MONOXMTESNbHbLIX FEMOKYILTYPaX, BbISIBMSOT Kak )KU3HECTIOCOBHbIE, TaK 1
HEXU3HECTIOCOGHBIE MMKPOOPraHU3Mbl, KOTOpbIe YacTo BCTPEYAKTCS B cpedax Ans KyNbTUBMPOBaHuUs. MoaToMy pesynbsraThl
MOJIEKYMSIPHbIX TECTOB CriedyeT OLEHMBaTb B COYETaHUM C pesynbTaTaMu OKpalunBaHus no Mpamy B COOTBETCTBUM CO
CTaHOapPTHLIMU MPaKTUKaMK, a Takke MHCTPYKLUMSIMU MO MPUMEHEHUIO, MPeAoCTaBNEHHbIMU NPOU3BOAUTENEM.

Ycnosus xpaHeHus

dnakoHbl BD BACTEC nocTaBnsitoTcst B FrOTOBOM K MCMOMNb30BaHWIO BUAE U HE TPeBYT BOCCTaHOBNEHUS UKW pa3baBneHus.
XpaHuTe nakoHbl B CyxOM, NpoxinagHom mecTe (2—25 °C), Bganu oT NnpsAMOro cBeTa.

CBOP OBPA3LOB

YT06bI CHM3NTL BEPOSITHOCTb 3arpsis3HeHUst, 06pasLibl 4OMKHbI 3abupaTbes ¢ cobnogeHem ctepunbHocTn. Obbem
KynbTMBMpyemoro obpasua coctasnseT 3—7 mn. PekomeHayeTcs 3aceBaTb 06pasubl Bo donakoHsl BD BACTEC HenocpeactBeHHoO y
noctenu 6onebHoro. B 6onbluMHCTBE crnyyaeB Ans B3sTUA obpasua ncnonbayetcs wnput, o6bemom 10 mn unm 20 mn ¢ MpMeHHbIM
HakoHe4HvkoM BD Luer-Lok. Mpy HE0GXOAMMOCTU MOXHO MCMOSb30BaTh hMPMeHHbIN AepxaTens urnbl BD Vacutainer® Needle
Holder, dvpmeHHbI kommnekT Ansa 3abopa kposu BD Vacutainer Blood Collection Set, komnnekT ansa 3abopa kposu BD Vacutainer
Safety-Lok™ Blood Collection Set nu6o nto6ow apyron komnnekT Tpybok Tvna «6aboyka». Mpy ncnonb3oBaHMM UMbl 1 KOMMAMEKTa
Tpy6ok (npsimon 3abop) BHMMATENbHO CrieaunTe 3a HanpaslieHneM Toka KpOBM B Havane B3sTusA obpasua. [laBnenns Bakyyma Bo
dnakoHe 0bbIYHO XBaTaeT bonee Yem Ha 7 M1 KpOBU — BHUMATENbHO crneauTe 3a 3abrpaembiM 06bEMOM, UCMOMb3YS LKany

C AeneHnsaMmn 5 M1, HaHECeHHYI0 Ha 3TMKeTKy drnakoHa. Korga nony4yeHbl pekomerayemble 5—7 mn obpasua, TOK KpoBU HYXHO
OCTaHOBUTb — Nepexarb TPYOKy 1 n3Bneyb komnnekT Tpybok ns dpnakona BD BACTEC.

3acesiHHbIM ¢hnakoH BD BACTEC Heo6xoaMmo He3amMeanuTenbHO TpaHCNopTUpoBaTh B flabopaTopuio.

METOOWUKA

CHumuTe oTnamblBatoLLmincs konnadok donakoHa BD BACTEC n ocmoTpute hrnakoH Ha npeamMeT TPeLLUH, 3arpsa3HeHuns,
Ype3MepHOro NOMYTHEHUS!, BbINMPatOLLEN UK BTsIHYTOM Npobku. He ucnonb3ayiTte dnakoH, ecnu obHapyxeH aedekT. Mepen
NoceBoM NPOTPUTE MEMGPaHyY TaMNOHOM, CMOYEHHbBIM CIMPTOM (MCMonb30BaHKe ofa He pekoMeHayeTcs). Cobniogas npasuna
acenTvky, BBeaMTe unu 3abepute HanpsiMyto 3—7 mn obpasua B kaxabli oriakoH. 3acesiHHble aHa3po6Hble orlakOHbI [OKHbI
ObITb He3aMeaNUTENbLHO NomelleHbl B npubop BD BACTEC dnyopecueHTHOM cepum Ans MHKybaumm n HabnogeHus. Ecnv
3acesiHHbIN hriakoH He Bbin cpasdy nomelleH B Npubop 1 HabnogaeTcs 3aMeTHbIN POCT MUKPOOPraHW3MOB, TO 3TOT (PIakoH HEMb3s
nccnenosaTthb ¢ nomMoLbto npubopa BD BACTEC dhnyopecueHTHOM cepun. B aTom criydae cofepxumoe driakoHa HyXXHO nepecesite
1 okpacuTb no Mpamy, a cam hrakoH cunTaTb NPEANONOXUTENBHO NONOXNUTENBHBIM.

dnakoHbl, NoMeLLaemMble B Mprbop, aBToMaTUYeCKN NPOBEPSAIOTCS KaXAble AeCATb MUHYT Ha NMPOTSXXEHUN BCEro Nepuoaa
AencTeusa npotokona ucneitanuin. Mpunbop BD BACTEC driyopecueHTHON cepym onpeaensieT NonoxutenbHble (onakoHbl

(cm. cooTBeTCTBYHOLLEE PyKkoBOACTBO nomnb3oBatensi npubopa BD BACTEC gnyopecueHTHON cepun). JaTumkm ¢riakoHoB ¢
MONOXUTENbHBIM 1 OTPULUATENBbHBIM pe3ynbTataMu BHeLLHe He otnudatoTtes. OpgHako npnbop BD BACTEC dnyopecLeHTHOW cepun
0BHapyXuUT pasHuLly B ypoBHe (hryopecLeHLmN.

Ecnu B kOHLe nepunoga TeCTMPOBaHWSA OTpULaTeNbHbIN GNakoH BbIMAAMT Kak MONOXUTESNbHbIN (KPOBb LLIOKONagHOro LBeTa,
Habyxwias MembpaHa, NMM3MpoBaHHas UM O4eHb TEMHAs KPOBb), TO HYXHO BbINOMHWUTL NEpeceB 1 okpaluvBaHue no pamy, kak B
cryyae ¢ npeanonoXunTesnlbHO NONOXUTENbHLIM (ONaKOHOM.

CopeprMmoe NonoxuTenbHbIX (nakoHOB HYXHO nNepecesiTb U okpacuTb Mo pamy. B nogasnstowem bonblUMHCTBE cryvaes
Hanvune MMKpPOOpraHM3moB ByaeT 3amMeTHO, U MOXHO HanpaBWTb Bpady npeaBapuTenbHbIi oTYeT. XXnakuin matepvan us rnakoHoB
BD BACTEC moxHO nepecesiTb Ha CeneKkTUBHbIE NUTaTemNbHbIE CPeabl UM UCMONb30BaTh AN NPeABapUTEribHON NPSMON NPOBEPKU
YyBCTBUTENBHOCTH K NPOTMBOGAKTEPHanbHbIM Npenaparam.

MepeceB. [Nepen nepeceBom nomecTuTe hriakoH B BEPTMKANbHOE MOMNOXEHNEe Y MOMECTUTE CNMPTOBOM TaMMOH Ha meMbpaHy. [ns
CTpaBnuBaHUs AaBreHns BO onakoHe NCnonb3yTe COOTBETCTBYHOLLYIO ApeHaxHyto AeTanb (Ne B katanore BD — 249560) nnv ee
akBuBarneHT. CHUMKTE urny nocrne cTpasnvBaHus AaBleHVs 1 Nepesd B3ATueM obpasua Ans nepecesa. BeegeHvie v nssneyerHve
UMbl JOIMKHO BbIMOSHATLCS MPSMONUHENHBIM ABWXEHNeM, 6e3 cKpyunBaHums.

[lns MakcMmanbHOro BbIXOAa LUTaMMOB MOXHO NPOBEPSATh KYNbTYpbl C OTpULIATENbHBIM PE3YNETaTOM C MOMOLLIbIO OKPaLLMBaHUS U
(vnn) nepecesa B HEKOTOPbIV MOMEHT BPEMEHU A0 YTUM3aLMmN UX Kak 06pasLioB C OTpULATENbHLIM Pe3ybTaToM.

KOHTPOJIb KAYECTBA

Cnepnyvite TpebOBaHMSIM KOHTPOSSi KAaYECTBa B COOTBETCTBUM C NMPUMEHUMbIM MECTHBIM, PErMOHanNbHLIM U (MNn) dhefieparnbHbIM
3aKOHOAATENLCTBOM, TPEOOBAHMSAIMM akKpeaUTaLmmn 1 MeToaMKaMu KOHTPONS KayecTsa, NPUHSATLIMK B nabopatopun.PekomeHayeTcs
CBEPSITbCS C COOTBETCTBYIOLLMMU PYKOBOACTBaMM HaLMoOHanbHOro kKoMuTteTa rno KnnHudeckum nabopatopHeim ctaHgaptam CLUA
(CLSI) n nonoxeHnsiMm 3akoHa 0 COBEPLUEHCTBOBaHUN paboTbl knuHuyeckux nabopartopuit (CLIA).

HE UCMOJNb3YWUTE chnakoHbl ANs KyN5TUBMPOBAHNSA C UCTEKLLMM CPOKOM FOAHOCTY.

HE UCMOJb3YUTE cbnakoHsl Ans KyNsTUBAPOBaHUS C TPELLMHAaMM N aedekTamu. YTUnnanpyiite ux ¢ cobnoaeHnem
COOTBETCTBYHOLLMX Mep BesonacHocTu.



CepTudmkaTbl KOHTPOINS Ka4ecTBa MOCTaBSIOTCH B KaXXA0N KOpobke ¢ nuTaTenbHbIMK cpedamn. B ceptudumkarax KoHTpons
KayecTBa MepeyncrieHbl TECTOBbIE MUKPOOPraHuaMbl, BKItodas Kynstypbl ATCC®, onpeneneHHeble ctaHaapTom CLSI Standard M22
Quality Control for Commercially Prepared Microbiological Culture Media (KoHTponb ka4yecTBa NPOMbILLIEHHO NPUTOTOBMEHHbIX
MUKPOBMONOrnyecknx cpen Ans KynstMempoBaHus). Bpemsa go obHapyxeHust He npeBbIwano 72 4acos:

Clostridium histolyticum ATCC 19401 Bacteroides fragilis* ATCC 25285
Streptococcus pneumoniae ATCC 6305 Staphylococcus aureus ATCC 25923
Clostridium perfringens ATCC 13124 Bacteroides vulgatus ~ ATCC 8482
Escherichia coli ATCC 25922

* lWramm CLSI.

CBeneHus o koHTpone kavecTBa anst npubéopa BD BACTEC cnyopecueHTHO cepun CM. B COOTBETCTBYOLLEM PykoBoacTee
nons3osatens npubopa BD BACTEC dnyopecLeHTHO cepuu.

PE3YNbTATbI

MonoxwuTtenbHbI 06paseL onpeaensietcs npubopom BD BACTEC chnyopecLeHTHOM cepun U ykasbiBaeT Ha NPeanonoXuTeribHoe
npucyTCTBMNE BO (PNakKoHe XMN3HECTIOCOBHbIX MMKPOOPraHU3MOB.

OrPAHNMYEHUA METOOUKU

3arpsiaHeHue

He ponyckaiTe 3arpsisHeHus obpasua Bo BpeMsi ero B3aTus U nocesa Bo dnakoH BD BACTEC. 3arpssHeHHbIi obpasel, npuseget
K MOMNOXMTENbHOMY pe3ynbTaTy, HO He AAcT KIIMHWYEeCKW 3Ha4MMoro pesynbsraTa. BelBoa 0 3arpsisHeHun JormkeH ObiTe caenaH Ha
OCHOBeE Takux PaKTOpoB, KaK TUM BblAENIeHHOro MUKPOOPraHnama, NpUcyTCTBUE OOQHOMO MUKPOOPraHM3Ma B HECKOMNbKMX KynbTypax,
nctopus 6onesHy nayneHTa u T. a.

BuigeneHue 13 o6pa3LoB KPOBU MUKPOOPraHM3MOB, YyBCTBUTENbHLIX K MACH

Peptostreptococcus anaerobius YyBcTBuTeneH k NMACH, 4to MoXeT NoBnusiTb Ha 06HapyxeHue, ecnu drakoH GyaeT 3acesiH
He[oCTaTOYHbIM KONMMYECTBOM 0Gpasuas.

Hexu3HecnocobHble MUKPOOpPraHU3mMbl

OkpalleHHbIn Mo pamy npenapar, B3aTbili U3 KynbTypbl HA NUTATENBHON Cpeae, MOXET COAepKaTh HEXMU3HECTOCOOHbIE
MWKPOOPraHn3Mbl, MPUBHECEHHbIE BMECTE C KOMMOHEHTaMW Cpefbl, peareHTamu Ans okpaluvBaHUs, MIMMEPCUOHHBIM Macriom,
npegMeTHbIMU CTeknaMmn n obpasuamu, ucrnonbdyeMbiMi Ans nocesa. Kpome Toro, obpasew, matepuana nauneHTa MoxeT
cofepxaTb MUKPOOPraHW3Mbl, He pacTyLlMe Ha NUTaTenbHOW Cpeae Unu cpeae, UCrnonb3yemoit Ans nepecesa. Takvme obpasLbl npu
HeobBXoAMMOCTHM HYXKHO NepeceBaTh Ha cneuunarbHble cpenbiS.

BuigeneHue Streptococcus pneumoniae

B aspobHol cpefie S. pneumoniae 06bIMHO 0BHAPYXUBAKTCS BU3YyarnbHO Y MHCTPYMEHTArbHO, HO B HEKOTOPbIX Cry4asix OHU He
0BHapyX1BaKTCs HU NPU oKpaLuMBaHuKM no pamy, HWU Npu cTaHaapTHOM nepecee. Ecnu 6bin 3acesiH M aHa3pobHbIN PrakoH,
MWKPOOPraHW3M 06blYHO MOXHO BbIAENUTL NyTem adapobHOro nepecesa U3 aHaspobHOro hriakoHa, MOCKOMbKY 3TOT MUKPOOPraHn3m
XOPOLLIO pacTeT B aHadPOGHbIX YCroBUsX’.

0O6LwWwme coobpaxeHus

Bblaenenue kynstyp gocturaetcs npu godasneHun 3—7 mn kposu. KpoBb MOXET codepkaTb NPOTUBOMUKPODOHbIE BeLLecTBa Unu
Apyrue UHrmbmtopel, CNOCO6HbIE 3aMeANVTL POCT MUKPOOPTraHM3MOB MUNW NPENnSTCTBOBaTb eMy. JToHooTpuLaTtenbHble peaynbsraThl
MOryT ObITb MOMyYeHbl, €CNN B KPOBW MPUCYTCTBYIOT MUKPOOPraH13Mbl, He NPOM3BOASLLME [OCTAaTOYHOIO AN 0BHapYXeHus
cuctemownt konumyectea CO,, nnm ecnn 0CHOBHOM POCT MUKPOOPraHM3MOB MMEN MEeCTO A0 NOMELLEHUst riakoHa B CUCTEMY.
JloxxHOMonoXuUTENbHbIE PeaynbTaTel MOTYT MOMYYUTLCA NPU BbICOKOM COAEPXaHUM NEeNKoLMUTOB.

Monb3oBaTesnb AoOMKeH ObiTb OCBEAOMIIEH O MOTEHLMANBHON N3MEHYMBOCTU PE3YNLTATOB MPY BbIAENEHNN HEKOTOPbIX
MUKPOOPraHn3mMoB. JTO CBA3aHO C XapakTepHbIMU OCOBGEHHOCTAMM BMONOrMyeckoro Matepmana, NoOMeLEHHOTO B MUTaTENbHYHO
cpeny, a Takke C npucyLlen MMKpobam N3MEHUNBOCTbLIO.

Bce aHanuTtnyeckve nccnenoBaHust cpedbl Ans KynstueupoBanus BD BACTEC Standard Anaerobic/F nposogunuck ¢
NpUMeHeHnem ctaHgapTHoro 5-aHeBHoro (120-4acoBoro) NpoTokona; NPOTOKObI C MPOAOIKUTENBHOCTLIO Gonee 5 AHen He
OLEeHMBanuChb.

OXWOAEMbIE 3HAYEHUA U KOHKPETHbIE PABOYUE XAPAKTEPUCTUKN

OdekTnBHOCTL NUTaTENbHBLIX cpeq BD BACTEC Standard Anaerobic/F B cTeknsiHHbIX chrnakoHax Obina fJoka3aHa B xofe

cepun He3aBUCKMbIX KITMHUYECKMX UCTbITaHWii8. JlabopaTopHble nccrnegoBaHus no 3acesy KysnbTyp, BbINOMHEHHbIE KOMMNaHWen
BD, noateepannu, 4to achdeKkTMBHOCTb NuTaTenbHbix cped BD BACTEC Standard Anaerobic/F B nnacTtukoBbix dhrnakoHax
aKBMBasieHTHa adhekTUBHOCTM NuTaTenbHbix cped BD BACTEC Standard Anaerobic/F B cTeknaHHbIX cpriakoHax.

[ns 528 nap dnakoHoB, cogepxawmx o1 10 go 100 KOE Ha dhrakoH, bbina npoBefeHa oLeHKa BblAENEHNS C UCMOSIb30BaHNEM
pa3Ho0bpasHbIX MUKPOOPraHN3MOB, YacTo onpeaensieMbix B kposu. M3 528 nap dnakoHos B 504 napax M1KpoopraHv3ambl Obinm
BblaeneHbl kak B cpene BD BACTEC Standard Anaerobic/F B nnactukoBom ¢riakoHe, Tak n B cpege BD BACTEC Standard
Anaerobic/F B cTeknsaHHOM chnakoHe. Bce BblaeneHHble MUKPOOPraHn3mMbl POCv B Mapax ¢riakoHoB, NMO3TOMY HeNb3si ckasaThb,
YTO MUKPOOPraHU3Mbl yaanocb 06HapyXuTb Unn BbiAenutb Tonbko B cpege BD BACTEC Standard Anaerobic/F B nnactukoBom
dnakoHe vunu Tonbko B cpeae BD BACTEC Standard Anaerobic/F B cTeknsiHHom donakoHe. Peptostreptococcus anaerobius (24 napbl)
He ynanock obHapyxuTb Hu B cpege BD BACTEC Standard Anaerobic/F B nnactukoBom cnakoHe, H1 B cpege BD BACTEC
Standard Anaerobic/F B cTeknsHHOM chnakoHe, 3acesiHHbIX B hakTuyeckunx KoHueHTpaumax 37 KOE/dnakoH ¢ o6bemamu kposu 3 1
7 mn. Bo Bcex napHbIX MOBTOPHbIX TECTax POCT NPU 3aKMYNTENBHOM NepeceBe He Habnogancs.
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PasHuua megmaHHOro BpeMeHu obHapyXeHusa Mexay napamu griakoHoB npu Bcex ypoBHsaX nHokynsumm (0—1 KOE, 1-10 KOE n
10-100 KOE Ha ¢nakoH) coctasuna —0,417 4 (npubnuantensHo 30 muH) B nonb3y cpeabl BD BACTEC Standard Anaerobic/F B
nnacTvkoBom dnakoHe. MNpu ncnons3osaHumn cpeabl BD BACTEC Standard Anaerobic/F B cTeknsHHOM chnakoHe 6bin nonyyeH
OfVIH NOXHOOTpULLATENbHBIN pe3ynbTaT (T. €. donakoH Obin onpeaeneH NPUGoPOM B KOHLIE MPOTOKONa Kak OTpuLaTenbHbIN C
NONOXUTENbHBIM Pe3ynbTaToM 3aKMYUTENBHOTO Nepecesa): Streptococcus agalactiae, 3acesiHHbIN B koHUeHTpauun 0 KOE.

Bo Bpemsi aHanuTu4eckux nccnegoBaHnii 6binv NnpoaHanuanMpoBaHbl CriefyroLme MukpoopraHuambl: Bacteroides fragilis,
Bacteroides ovatus, Bacteroides thetaiotaomicron, Bacteroides vulgatus, Clostridium histolyticum, Clostridium novyi, Clostridium
perfringens, Enterococcus faecalis, Enterococcus faecium, Escherichia coli, Finegoldia magna, Fusobacterium nucleatum,
Klebsiella pneumoniae, Peptoniphilus asaccharolyticus, Peptostreptococcus anaerobius, Porphyromonas asaccharolytica,
Staphylococcus aureus, Staphylococcus epidermidis, Streptococcus agalactiae, Streptococcus pneumoniae, Streptococcus
pyogenes un Veillonella parvula.

B Tectax Ha onpeneneHue npeaenbHbIX BO3MOXHOCTEN N0 06HapYXeHWI0 MUKPOOPraH13mMoB Gbino npoaHanuanposaHo 312 nap
(hbrakoHOB, 3acesiHHbIX B Lienesol koHueHTpauun 0—1 n 1-10 KOE Ha cnakoH. Llenb nccnenosaHusi coctosina B TOM, YTO0bI
OLEeHNTb cnocobHocTb KpoBsiHbIX cperl BD BACTEC obHapyxwmBatb ogHy KOE (npu Hanuuum). U3 312 npoTtecTupoBaHHbIX nap
prnakoHoB aAnst 191 napbl prnakoHOB Bbin NONyYeH NONOXUTENbHBIV pe3ynbTaTt Ha npubope (pocT n o6HapyxeHue) n ans 46 nap
(hbrakoHOB GbIn NOMyYeH OTpULATENbHLIN pe3ynbTaTt Ha npubope (6e3 pocta n o6HapyxeHus). B 36 cnyyaeB NonoxuTenbHbI
peaynerat Obin nonyyeH Ha npubope Tonbko AN NPeAMKaTUBHOIO YCTPOWCTBA, U B 39 CnyyaeB NONOXWUTENbHbIA pe3ynbraT Obin
nony4eH Ha npubope ToNbKO Ans MOANMULIMPOBAHHOIO YCTPOWCTBA.

HANMUYUE
Homep no katanory Onucanue
442024 BD BACTEC™ Standard Anaerobic/F Culture Vials, koHTenHep ¢ 50 dhnakoHamu
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INTENDED USE

BD BACTEC™ Standard/10 Aerobic/F Culture Vials (enriched Soybean-Casein Digest broth with CO,) are for aerobic blood
cultures. Principal use is with the BD BACTEC fluorescent series instruments for the qualitative culture and recovery of aerobic
microorganisms (bacteria and yeast) from blood.

SUMMARY AND EXPLANATION

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

PRINCIPLES OF THE PROCEDURE

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

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

The BD BACTEC Standard/10 Aerobic/F Culture Vials contain the following active ingredients prior to processing:

List of Ingredients

(WTR) Processed Water ...........cccoouieiiiiiieiiiiieese e 40 mL

(SCB) Soybean-Casein Digest Broth ...........cccccoeeviiicniieenncne. 3.0% wiv
(YEX) Yeast EXract........cccoroiiiiiiiiiiicieeeee e 0.3% wiv
(ATD) Animal Tissue Digest........ccccoueiiiiiiiiiiiiiieiec e 0.01% w/v
(SCR) SUCTOSE ...ouiiieiiiiiieee ittt 0.1% wiv
(HEM) HEMIN ..o e 0.0005% w/v
(MEN) MeNadione .........ccoiuiiiiiiiieaieeee et 0.00005% wi/v
(PXH) Pyridoxal HCI (Vitamin Beg).......cccoveviriiiiiiiniiiecicceee 0.001% wiv
(SBC) Sodium Bicarbonate ...........ccccooiiriiiiiiiiieiee 0.04% wiv
(SPS) Sodium Polyanetholsulfonate .............ccccoiiiiiiniiiiienn. 0.035% wiv

All BD BACTEC media are dispensed with added CO,.

Warnings and Precautions

For in vitro Diagnostic Use.

This Product Contains Dry Natural Rubber.

Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. “Standard Precautions”1-4 and institutional guidelines should be followed in handling all items contaminated
with blood and other body fluids.

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

Vials displaying turbidity, contamination, or discoloration (darkening) should not be used. On rare occasions a vial may not be sealed
sufficiently; the contents of the vials may leak or spill, especially if the vials are inverted. If the vial has been inoculated, treat the leak
or spill with caution, as pathogenic organisms/agents may be present. Before discarding, sterilize all inoculated vials by autoclaving.
Positive culture vials for subculturing or staining, etc.: Before sampling it is necessary to release gas which often builds up due to
microbial metabolism. Sampling should be performed in a biological safety cabinet if possible, and appropriate protective clothing,
including gloves and masks, should be worn. See Procedure section for more information on subculturing.

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



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

Storage Instructions

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

SPECIMEN COLLECTION

The specimen must be collected using sterile techniques to reduce the chance of contamination. The range of blood volume

which can be cultured is 3—10 mL. It is recommended that the specimen be inoculated into the BD BACTEC vials at bedside. Most
commonly, a 10 cc or 20 cc syringe with a BD Luer-Lok brand tip is used to draw the sample. If appropriate, a BD Vacutainer® brand
Needle Holder and a BD Vacutainer brand Blood Collection Set, BD Vacutainer Safety-Lok™ Blood Collection Set or other tubing
“butterfly” set may be used. If using a needle and tubing set (direct draw), carefully observe the direction of blood flow when starting
sample collection. The vacuum in the vial will usually exceed 10 mL, so the user should monitor the volume collected by means

of the 5 mL graduation marks on the vial label. When the recommended 8—10 mL has been drawn, the flow should be stopped by
crimping the tubing and removing the tubing set from the BD BACTEC vial.

The inoculated BD BACTEC vial should be transported as quickly as possible to the laboratory.

PROCEDURE

Remove the flip-off cap from BD BACTEC vial top and inspect the vial for cracks, contamination, excessive cloudiness, and
bulging or indented septums. DO NOT USE if any defect is noted. Before inoculating, swab the septum with alcohol (iodine is NOT
recommended). Aseptically inject or draw directly 3—10 mL of specimen per vial. Inoculated aerobic vials should be placed in the
BD BACTEC fluorescent series instrument as soon as possible for incubation and monitoring. If placement of an inoculated vial
into the instrument has been delayed and visible growth is apparent, it should not be tested in the BD BACTEC fluorescent series
instrument, but rather it should be subcultured, Gram-stained and treated as a presumptively positive bottle.

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

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

If at the end of the testing period a negative BD BACTEC Standard/10 Aerobic/F vial appears visually positive (i.e., chocolatized
blood, bulging septum, lysed and/or very darkened blood), it should be subcultured, Gram-stained and treated as a

presumptive positive.

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

Subculturing: Prior to subculturing, put the vial in an upright position, and place an alcohol wipe over the septum. To release
pressure in the vial, insert a sterile needle with an appropriate filter or pledget through the alcohol wipe and septum. The needle
should be removed after the pressure is released and before sampling the vial for subculture. The insertion and withdrawal of the
needle should be done in a straight-line motion, avoiding any twisting motions.

For maximum yield of isolates, negative cultures may be checked by stain and/or subcultured at some point prior to discarding

as negative.

QUALITY CONTROL

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

DO NOT USE culture vials past their expiration date.

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

Quality Control Certificates are provided with each carton of media. Quality Control Certificates list test organisms, including ATCC®
cultures specified in the CLSI Standard, Quality Control for Commercially Prepared Microbiological Culture Media.

The range of time-to-detection in hours was < 72 hours for each of the organisms listed on the Quality Control Certificate for

this medium:

Streptococcus pyogenes ATCC 19615 Escherichia coli ATCC 25922 Streptococcus pneumoniae* ATCC 6305
Pseudomonas aeruginosa ATCC 27853 Candida albicans ATCC 18804 Neisseria meningitidis ATCC 13090
Alcaligenes faecalis ATCC 8750 Haemophilus influenzae ATCC 19418 Staphylococcus aureus ATCC 25923
*CLSI Strain

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



LIMITATIONS OF THE PROCEDURE

Contamination

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

Recovery of SPS Sensitive Organisms from Blood Samples

Because blood can neutralize the toxicity of SPS toward organisms sensitive to SPS, the recommendation of maximum volumes of
blood (8—10 mL) can help to optimize recovery of these organisms.

Some fastidious organisms, such as certain Haemophilus species, require growth factors, such as NAD, or factor V, which are
provided by the blood specimen. If the blood specimen volume is 3.0 mL or less, an appropriate supplement may be required for
recovery of these organisms. BD BACTEC FOS™, Fastidious Organism Supplement, may be used as a nutritional supplement.
Recovery of Haemophilus parainfluenzae is strain dependent.

Nonviable Organisms

A Gram-stained smear from culture medium may contain small numbers of nonviable organisms derived from media constituents,
staining reagents, immersion oil, glass slides, and specimens used for inoculation. In addition, the patient specimen may contain
organisms that will not grow in the culture medium or in media used for subculture. Such specimens should be subcultured to
special media as appropriate.5

Recovery of Streptococcus pneumoniae

In aerobic media, S. pneumoniae will typically be visually and instrument positive, but in some cases no organism will be

seen on Gram stain or recovered on routine subculture. If an anaerobic vial was also inoculated, the organism can usually be
recovered by performing an aerobic subculture of the anaerobic vial, since this organism has been reported to grow well under
anaerobic conditions.®

General Considerations

Recovery of isolates will be achieved by adding 3—10 mL of blood. Blood may contain antimicrobials or other inhibitors which may
slow or prevent the growth of microorganisms. False negative readings may result when certain organisms are present which do not
produce enough CO, to be detected by the system or significant growth has occurred before placing the vial into the system. False
positivity may occur when the white blood cell count is high.

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

The default 5-day (120 hours) protocol was utilized for all analytical testing with the BD BACTEC Standard/10 Aerobic/F culture
media and protocol lengths of >5 days have not been evaluated.

EXPECTED VALUES AND PERFORMANCE CHARACTERISTICS

Performance of the BD BACTEC Standard/10 Aerobic /F medium contained in glass vials has been established by a number of
external clinical studies.” Seeded laboratory studies performed by BD have shown equivalent performance of the BD BACTEC
Standard/10 Aerobic /F medium contained in plastic vials to the BD BACTEC Standard/10 Aerobic /F medium contained in

glass vials.8

A total of 984 paired sets at 10-100 CFU per vial were evaluated across the four instruments comprising the BD BACTEC
fluorescent-series instrument family: BD BACTEC 9050, BD BACTEC 9240, BD BACTEC FX and the BD BACTEC FX40. Of the
984 paired sets 948 sets recovered organisms within the instrument series in both the BD BACTEC Standard/10 Aerobic/F medium
contained in a plastic vial and the BD BACTEC Standard/10 Aerobic/F medium contained in a glass vial.

The BD BACTEC Standard/10 Aerobic/F medium contained in a plastic vial did not recover organisms in four instances: Candida
glabrata (1), Pediococcus acidilactici (1), Haemophilus influenzae type a (1), and Haemophilus parainfluenzae (1). The BD BACTEC
Standard/10 Aerobic/F medium contained in a glass vial did not recover organisms in nine instances: Cryptococcus neoformans

(1), Pediococcus acidilactici (4), Haemophilus influenzae biotype | (1), and Neisseria gonorrhoeae (3). Twenty - three paired sets of
Haemophilus parainfluenzae inoculated at 82 CFU per vial did not detect in either the BD BACTEC Standard/10 Aerobic/F medium
contained in a plastic vial or the BD BACTEC Standard/10 Aerobic/F medium contained in a glass vial. The median time to detection
difference between the paired sets across all inoculum levels (0—1 CFU, 1-10 CFU and 10—100 CFU per bottle) was approximately
1 hour, in favor of the BD BACTEC Standard/10 Aerobic/F medium contained in a plastic vial. There were thirty four false negative
observations (i.e., end of protocol, instrument negative vials with a positive terminal subculture); eighteen false negatives across

all inoculum levels were identified within the BD BACTEC Standard/10 Aerobic/F medium contained in a glass vial. Sixteen false
negatives across all inoculum levels were identified within the BD BACTEC Standard/10 Aerobic/F medium contained in a plastic
vial: Candida glabrata (1) Cryptococcus neoformans (2), Haemophilus influenzae (1), Haemophilus parainfluenzae biotype | (11),
and Pediococcus acidilactici (1). Of the eleven Haemophilus parainfluezae biotype |, six inoculated at 82 CFU and five inoculated

at 2 CFU. In an additional seeded study with five Haemophilus parainfluenzae strains tested with blood volumes 3, 5, and 10 mL at
target inoculum 10-100 CFU, recovery rate was strain dependent and varies from 0% to 94% for plastic vial and from 6% to 100%
for glass vial. Four additional yeast species (i.e., two strains each for Candida parapsilosis, Candida tropicalis, and one strain each
for Candida glabrata, Cryptococcus neoformans) were tested and detected in both glass and plastic vials; median time to detection
favored the plastic vial in this study.



The following organisms were evaluated in the analytical studies:

Abiotrophia defectiva

Aggregatibacter actinomycetemcomitans

Candida albicans
Candida parapsilosis
Cryptococcus neoformans
Enterococcus faecalis
Haemophilus influenzae
Haemophilus parainfluenzae biotype |
Leuconostoc citreum
Neisseria meningitidis
Providencia stuartii
Staphylococcus aureus
Streptococcus agalactiae
Streptococcus sanguinis

Acinetobacter Iwoffii
Alcaligenes faecalis
Candida glabrata
Cardiobacterium hominis
Eikenella corrodens
Escherichia coli
Haemophilus influenzae type a
Kingella kingae
Micrococcus luteus
Pediococcus acidilactici
Pseudomonas aeruginosa
Staphylococcus epidermidis
Streptococcus pneumoniae

Aerococcus viridans

Bacillus subtilis

Candida tropicalis
Corynebacterium jeikeium
Enterobacter cloacae
Granulicatella adiacens
Haemophilus influenzae type b
Klebsiella pneumoniae
Neisseria gonorrhoeae
Proteus mirabilis

Rothia mucilaginosa
Stenotrophomonas maltophilia
Streptococcus pyogenes

In the microbial detection limit testing, a total of 360 paired sets at target inoculum levels of 0 to1 and 1 to 10 CFU per vial were
evaluated. This study was designed to assess the capability of the BD BACTEC Standard/10 Aerobic/F blood culture media to
detect one CFU, when present. Of the 360 paired sets tested, 207 paired sets were instrument positive (grew and detected) and
68 paired sets were instrument negative (did not grow and detect). There were 37 instances when only the predicate device was
instrument positive and 48 instances when only the modified device was instrument positive.

AVAILABILITY

Cat. No. Description

442027 BD BACTEC™ Standard/10 Aerobic/F Culture Vials, case of 50 vials.
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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

(05) 2019-09 Converted printed instructions for use to electronic format and added
access information to obtain the document from BD.com/e-labeling.

In Warnings and Precautions section, added recommendation to perform
molecular testings on positive blood cultures according to standard-of-care
practices and manufacturer’s instructions for use.
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& BD BACTEC™ Standard/10 Aerobic/F Culture Vials (Flacoane de cultura)
Bulion cu digerat de cazeind din soia intr-un flacon din plastic
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UTILIZARE SPECIFICA

Flacoanele de cultura BD BACTEC™ Standard/10 Aerobic/F Culture Vials (bulion preredus, imbogatit, cu digerat de cazeina din
soia, cu CO,) sunt pentru culturi aerobe de sange. Modul principal de utilizare este impreuna cu instrumentele BD BACTEC din
seria cu fluorescenta pentru cultivarea si recuperarea calitativa a microorganismelor aerobe (bacterii si levuri) din sange.

REZUMAT $1 EXPLICATII

Proba care va fi testata este inoculata intr-una sau mai multe flacoane, care sunt introduse in instrumentul BD BACTEC din seria cu
fluorescenta pentru incubare si citire periodica. Fiecare flacon contine un senzor chimic, care poate detecta cresterea concentratiei
de CO, produs prin cresterea microorganismelor. Senzorul este monitorizat de instrument la fiecare zece minute, pentru a detecta
cresterea gradului sau de fluorescenta, care este proportional cu cantitatea de CO, prezent. O citire pozitiva indica posibila prezenta
n flacon a unor microorganisme viabile. Detectarea este limitata la microorganismele care vor creste intr-un anumit tip de mediu.

PRINCIPIILE PROCEDURII

Daca in proba pentru testare inoculata in flaconul BD BACTEC exista microorganisme, cand acestea vor metaboliza substraturile
prezente in flacon, se va produce CO,. Cresterea gradului de fluorescenta al senzorului din flacon, determinata de cresterea
concentratiei de CO,, este monitorizata de instrumentul BD BACTEC din seria cu fluorescenta. Analiza vitezei si a amplorii cresterii
concentratiei de CO, permite instrumentului BD BACTEC din seria cu fluorescenta sa stabileasca daca flaconul este pozitiv; adica
daca proba pentru testare contine organisme viabile.

REACTIVI

Flacoanele de cultura BD BACTEC Standard/10 Aerobic/F Culture Vials contin, inainte de prelucrare, urmatoarele ingrediente
reactive:

Lista ingredientelor

(WTR) Apa prelucrata..........c.ccoecieeiieiieiiiecieeeesee e 40 ml

(SCB) Bulion cu digerat de cazeina din soia.........c.ccccceveveiene 3,0% gliv
(YEX) Extract de drojdie .........ccceevereiriieniiiieccieieeeeec e 0,3% glv
(ATD) Extras de tesut animal............ccoceeiiiiiiiniiiiiciccees 0,01% g/v
(SCR) ZAh@roza ........ccieiiiiiiiiese et 0,1% gliv
(HEM) HEMING.......oiiiiiiiiiiiie e 0,0005% g/v
(MEN) Menadiond ..........ccooeeriiiieiiiieiesieee e 0,00005% g/v
(PXH) Piridoxal HCI (Vitamina Bg).......ccccoveriiiniiiiiciiciiene 0,001% g/v
(SBC) Bicarbonat de SOdiU..........c.ccerieniiniiiiiiiiieiceicneens 0,04% glv
(SPS) Polianetolsulfonat de sodiu .........ccccocceeeiiiieeiiiieens 0,035% g/v

Toate mediile BD BACTEC sunt distribuite cu CO, adaugat.

Avertismente si precautii
Tn scopul diagnosticului in vitro.
Acest produs contine cauciuc natural uscat.

in probele clinice pot fi prezente microorganisme patogene, inclusiv virusurile hepatice si virusul imunodeficientei
umane. La manevrarea tuturor elementelor contaminate cu sange si alte lichide biologice trebuie respectate ,,Precautiile
standard”1-4 si regulamentul institutiei.

Tnainte de utilizare, fiecare flacon trebuie cercetat pentru a descoperi eventualele semne de contaminare, cum ar fi turbiditate,
membrana proeminenta sau infundata ori scurgeri. NU UTILIZAT]I niciun flacon care prezinta semne de contaminare. Un flacon
contaminat poate contine presiune pozitiva. Daca se utilizeaza flaconul contaminat direct pentru recoltare, gazul sau mediul de
cultura contaminat poate fi introdus in vena pacientului. Contaminarea flaconului poate sa nu fie imediat evidenta. Atunci cand se
practica recoltarea directa, supravegheati procedeul cu atentie, pentru a evita introducerea substantelor in pacient.

Nu trebuie utilizate flacoane cu semne de turbiditate, contaminare sau decolorare (opacifiere). in cazuri rare, un flacon poate fi
insuficient etansat; continutul flacoanelor se poate scurge sau varsa, mai ales daca flacoanele sunt intoarse. Daca flaconul a fost
inoculat, tratati cu precautie lichidul scurs sau varsat deoarece poate contine organisme sau agenti patogeni. inainte de a le inl&tura,
sterilizati prin autoclavare toate flacoanele inoculate.

Flacoanele cu culturi pozitive pentru recultivare sau colorare etc.: Thainte de recoltarea probelor trebuie sa eliberati gazul care se
formeaza, adesea, din cauza metabolismului microbian. Recoltarea probelor trebuie realizata, daca este posibil, intr-o boxa sigura
din punct de vedere biologic si trebuie purtata o imbracaminte protectoare corespunzatoare, inclusiv manusi si masti. Pentru mai
multe informatii referitoare la subcultivare, consultati capitolul Procedura.



Pentru a reduce la minimum posibilitatea scurgerilor in timpul inocularii probelor in flacoanele de cultura, utilizati seringi cu ace
nedetasabile sau cu varfuri marca BD Luer-Lok™.

Testele moleculare efectuate pe culturi de sénge pozitiv vor detecta atat organismele viabile, cat si pe cele neviabile care se
gasesc in mediul de cultura. De aceea, rezultatele testelor moleculare trebuie evaluate impreuna cu rezultatele coloratiei Gram, in
conformitate cu practicile standard de ingrijire, precum si cu instructiunile de utilizare ale producatorului.

Instructiuni de pastrare

Flacoanele BD BACTEC sunt gata pentru utilizare asa cum au fost primite si nu necesita reconstituire sau diluare. Pastrati-le intr-un
loc uscat, la 2-25 °C, ferite de lumina directa.

RECOLTAREA PROBELOR

Probele trebuie recoltate utilizand tehnici sterile, pentru a reduce posibilitatea de contaminare. Intervalul de valori pentru volumul

de sange care poate fi cultivat este de 3—10 ml. Se recomanda inocularea probelor in flacoanele BD BACTEC la patul pacientului.
Pentru recoltarea probei este folosita, cel mai frecvent, o seringa de 10 cc sau 20 cc, cu varf marca BD Luer-Lok. Daca este cazul,
pot fi utilizate un suport pentru ac marca BD Vacutainer® si un set de recoltare a sangelui marca BD Vacutainer, un set de recoltare
a sangelui BD Vacutainer Safety-Lok™ sau alt set cu tubulatura tip ,branuld”. Daca se utilizeaza un ac si un set de tubulatura
(recoltare directa), trebuie urmarita cu atentie directia de curgere a sangelui la inceputul recoltarii probei. Vidul din flacon depaseste,
de obicei, 10 ml, astfel incat utilizatorul trebuie sa urmareasca volumul colectat cu ajutorul gradatiilor de 5 ml aflate pe eticheta
flaconului. Atunci cand cei 8-10 ml recomandati au fost recoltati, curgerea trebuie intrerupta prin presarea tubulaturii si indepartarea
setului de tubulatura din flaconul BD BACTEC.

Flaconul BD BACTEC inoculat trebuie transportat la laborator cat mai repede.

PROCEDURA

Indepartati capacul detasabil din varful flaconului BD BACTEC si examinati flaconul pentru a descoperi eventuale semne de
crapaturi, contaminare, turbiditate excesiva, membrana proeminenta sau infundata. NU UTILIZATI daca se observa orice defect.
Tnainte de inoculare, stergeti membrana cu alcool (iodul NU este recomandat). Injectati aseptic sau recoltati direct o prob& de

3-10 ml per flacon. Flacoanele aerobe inoculate trebuie introduse in instrumentul BD BACTEC din seria cu fluorescenta cat
mai repede posibil, pentru incubatie si monitorizare. Daca se intarzie asezarea in instrument a unui flacon inoculat si este evidenta
cresterea bacteriana, atunci flaconul nu trebuie testat cu instrumentul BD BACTEC din seria cu fluorescenta, ci mai degraba trebuie
subcultivat, colorat Gram si tratat ca un flacon presupus pozitiv.

Flacoanele introduse in instrument vor fi testate automat la fiecare zece minute, pe toata durata protocolului de testare. Flacoanele
pozitive vor fi recunoscute de instrumentul BD BACTEC din seria cu fluorescenta si identificate ca atare (consultati manualul de
utilizare adecvat al instrumentului BD BACTEC din seria cu fluorescenta). Senzorul din interiorul flaconului nu va avea un aspect
vizibil diferit Tn flacoanele pozitive si negative, insa instrumentul BD BACTEC din seria cu fluorescenta poate determina diferenta de
fluorescenta.

Daca la finalul perioadei de testare un flacon BD BACTEC Standard/10 Aerobic/F negativ are aspect vizual pozitiv (adica sange
coagulat, membrana proeminenta, sange lizat si/sau foarte inchis la culoare), trebuie subcultivat si colorat Gram si tratat ca

probabil pozitiv.

Flacoanele pozitive trebuie subcultivate si trebuie preparate lame cu coloratie Gram. In marea majoritate a cazurilor, organismele
vor fi observate si poate fi intocmit un raport preliminar pentru medic. Din lichidul continut in flacoanele BD BACTEC pot fi prelucrate
subculturi pe medii selective si poate fi realizat un test direct preliminar de sensibilitate antimicrobiana.

Subcultivarea: inainte de subcultivare, asezati flaconul in pozitie dreapta si plasati o compresa cu alcool deasupra membranei.
Pentru a elimina presiunea din flacon, introduceti un ac steril cu un filtru corespunzator sau intepati prin compresa cu alcool si
membrana. Acul trebuie scos dupa ce presiunea este eliberata si Thainte de recoltarea probelor din flacon pentru subcultura. Insertia
si extragerea acului trebuie efectuate printr-o miscare liniara, evitand orice miscari de rasucire.

Pentru randamentul maxim al izolatelor, culturile negative pot fi verificate prin colorare si/sau subcultivare la un anumit moment
anterior aruncarii ca rezultate negative.

CONTROL DE CALITATE

Cerintele controlului de calitate trebuie indeplinite conform reglementarilor locale, nationale si/sau federale in vigoare sau cerintelor
de acreditare si procedurilor de laborator standard pentru controlul de calitate. Se recomanda ca utilizatorul sa consulte ghidurile
CLSI si reglementarile CLIA adecvate pentru practicile adecvate referitoare la controlul de calitate.

NU UTILIZATI flacoane de cultura cu termenul de valabilitate depasit.

NU UTILIZATI flacoane de cultura ce prezinta crapaturi sau defecte; aruncati flaconul in maniera corespunzatoare.

Certificate de control al calitatii sunt furnizate cu fiecare cutie de medii. Certificatele de control al calitatii enumera organismele
pentru testare, inclusiv culturile ATCC® specificate in standardul CLSI, Quality Control for Commercially Prepared Microbiological
Culture Media (Controlul de calitate pentru mediile de cultura microbiologica preparate in scop comercial).

Intervalul de timp pentru detectare, exprimat in ore, a fost < 72 ore pentru fiecare organism enumerat in certificatul de control de
calitate aferent acestui mediu:

Streptococcus pyogenes ATCC 19615 Escherichia coli ATCC 25922 Streptococcus pneumoniae* ATCC 6305
Pseudomonas aeruginosa ATCC 27853 Candida albicans ATCC 18804 Neisseria meningitidis ATCC 13090
Alcaligenes faecalis ATCC 8750 Haemophilus influenzae ATCC 19418 Staphylococcus aureus ATCC 25923
*Tulpind CLSI



Pentru informatii privind controlul de calitate pentru instrumentul BD BACTEC din seria cu fluorescenta, consultati manualul de
utilizare adecvat al instrumentului BD BACTEC din seria cu fluorescenta.

LIMITARILE PROCEDURII

Contaminarea

Este necesara o atentie sporita pentru a preveni contaminarea probelor in timpul recoltarii si inocularii in flaconul BD BACTEC.
O proba contaminata va determina o citire pozitiva, dar nu va reprezenta o proba relevanta clinic. O astfel de determinare trebuie
realizata de catre utilizator pe baza unor factori ca tipul organismului recuperat, prezenta aceluiasi organism in mai multe culturi,
istoricul pacientului etc.

Recuperarea din probele de sange a organismelor sensibile la SPS

Deoarece sangele poate neutraliza toxicitatea SPS pentru organismele sensibile la SPS, recomandarea volumelor maxime de
sange (8—10 ml) poate ajuta la optimizarea recuperarii acestor organisme.

Cateva organisme pretentioase, cum ar fi anumite specii de Haemophilus, necesita factori de crestere, cum ar fi NAD sau factor V,
care sunt furnizati de proba de sange. Daca volumul probei de sange este de 3,0 ml sau mai putin, un supliment adecvat poate fi
necesar pentru recuperarea acestor organisme. Ca suplimente nutritive poate fi folosit suplimentul pentru organisme pretentioase
BD BACTEC FOS™, Fastidious Organism Supplement. Recuperarea Haemophilus parainfluenzae este dependenta de tulpina.

Organisme neviabile

O lama colorata Gram dintr-un mediu de cultura poate contine un numar mic de organisme neviabile derivate din constituentii
mediului, reactivi de colorare, ulei de imersie, lame de sticl& si probe utilizate pentru inoculare. Tn plus, proba pacientului poate
contine organisme care nu se vor dezvolta in mediu de cultura sau in mediile utilizate pentru subculturi. Astfel de probe trebuie
subcultivate, in mod corespunzator, pe medii speciale.®

Recuperarea Streptococcus pneumoniae

in medii aerobe, S. pneumoniae va fi, in mod caracteristic, pozitiv, atat vizual, cat si in instrument, dar in unele cazuri nu va fi
observat niciun organism in coloratie Gram sau recuperat din subculturile obisnuite. Daca a fost inoculat, de asemenea, un flacon
anaerob, organismul poate fi recuperat, de obicei, prin subcultivarea aeroba din flaconul anaerob, din moment ce s-a raportat ca
organismul poate creste si in conditii anaerobe.6

Considerente generale

Recuperarea izolatelor poate fi atinsa prin adaugarea a 3—10 ml de sange. Sangele poate contine agenti antimicrobieni sau alti
inhibitori care, de asemenea, pot incetini sau impiedica cresterea microorganismelor. Pot rezulta citiri fals negative in cazul in care
anumite organisme prezente nu produc destul CO, pentru a fi detectat de catre sistem sau daca o parte importanta a cresterii a avut
loc thainte de introducerea flaconului in sistem. Valorile fals pozitive pot aparea atunci cand numarul de leucocite este mare.

Datorita naturii materialelor biologice ale produselor de tip mediu de cultura si a variabilitaii inerente a organismelor, utilizatorul
trebuie sa fie constient de posibilitatea variabilitatii rezultatelor la recuperarea anumitor microorganisme.

A fost utilizat protocolul implicit de 5 zile (120 de ore) pentru testarea analitica cu mediul de cultura BD BACTEC Standard/10 Aerobic/F,
iar protocoalele cu durate > 5 zile nu au fost evaluate.

VALORI ESTIMATE $I CARACTERISTICI DE PERFORMANTA

Performanta mediului BD BACTEC Standard/10 Aerobic/F in flacoane din sticla a fost stabilitd printr-un numar de studii clinice externe.”
Studiile de insamantare in laborator efectuate de BD au indicat o performanta echivalenta a mediului BD BACTEC Standard/10
Aerobic/F in flacoane din plastic in comparatie cu mediul BD BACTEC Standard/10 Aerobic/F in flacoane din sticl&.8

Un total de 984 de perechi de seturi cu 10 — 100 UFC per flacon au fost evaluate pe toate cele patru instrumente ce alcatuiesc gama
de instrumente BD BACTEC din seria cu fluorescenta: BD BACTEC 9050, BD BACTEC 9240, BD BACTEC FX si BD BACTEC
FX40. Dintre cele 984 de perechi de seturi, 948 de seturi au recuperat organisme cu ajutorul seriei de instrumente atat in mediul
BD BACTEC Standard/10 Aerobic/F in flacon din plastic, cat si in mediul BD BACTEC Standard/10 Aerobic/F in flacon din sticla.
Mediul BD BACTEC Standard/10 Aerobic/F in flacon din plastic nu a recuperat organisme in patru situatii: Candida glabrata (1),
Pediococcus acidilactici (1), Haemophilus influenzae tipul a (1) si Haemophilus parainfluenzae (1). Mediul BD BACTEC Standard/10
Aerobic/F in flacon din sticla nu a recuperat organisme in noua situatii: Cryptococcus neoformans (1), Pediococcus acidilactici (4),
Haemophilus influenzae biotipul | (1) si Neisseria gonorrhoeae (3). Douazeci si trei de perechi de seturi de Haemophilus
parainfluenzae inoculate la 82 CFU per flacon nu au fost detectate in mediul BD BACTEC Standard/10 Aerobic/F in flacon din
plastic, nici in mediul BD BACTEC Standard/10 Aerobic/F in flacon din sticla. Diferenta de durata medie necesara pentru detectare
dintre perechile de seturi la toate nivelurile substantei de inoculare (0-1 CFU, 1-10 CFU si 10—-100 CFU per flacon) a fost de
aproximativ 1 ora in favoarea mediului BD BACTEC Standard/10 Aerobic/F in flacon din plastic. Au existat treizeci si patru de
observatji fals negative (anume, la sfarsitul protocolului, flacoane considerate negative de instrument cu rezultate finale pozitive

n urma subculturii); au fost identificate optsprezece observatii fals negative la toate nivelurile substantei de inoculare in mediul

BD BACTEC Standard/10 Aerobic/F in flacon din sticla. Au fost identificate saisprezece observatii fals negative la toate nivelurile
substantei de inoculare in mediul BD BACTEC Standard/10 Aerobic/F in flacon din plastic: Candida glabrata (1) Cryptococcus
neoformans (2), Haemophilus influenzae (1), Haemophilus parainfluenzae biotipul | (11) si Pediococcus acidilactici (1). Dintre
unsprezece Haemophilus parainfluezae biotipul |, sase inoculate la 82 CFU si cinci inoculate la 2 CFU. In cadrul unui studiu
suplimentar de insamantare cu cinci tulpini de Haemophilus parainfluenzae testate cu volume de sange de 3, 5 si 10 ml la niveluri
tinta ale substantei de inoculare de 10—100 CFU, rata de recuperare a fost dependenta de tulpina si variaza de la 0% la 94% pentru
flaconul din plastic si de la 6% la 100% pentru flaconul din sticla. Patru specii suplimentare de levuri (anume, cate doua tulpini
pentru Candida parapsilosis, Candida tropicalis si cate o tulpina pentru Candida glabrata, Cryptococcus neoformans) au fost testate
si detectate atat in flacoane din sticla, cat si din plastic; in cadrul acestui studiu, durata medie de detectare a favorizat flaconul din
plastic.



Urmatoarele organisme au fost evaluate in studiile analitice:

Abiotrophia defectiva
Aggregatibacter actinomycetemcomitans
Candida albicans

Candida parapsilosis

Cryptococcus neoformans
Enterococcus faecalis

Haemophilus influenzae
Haemophilus parainfluenzae biotipul |
Leuconostoc citreum

Neisseria meningitidis

Providencia stuartii

Staphylococcus aureus
Streptococcus agalactiae
Streptococcus sanguinis

Acinetobacter Iwoffii
Alcaligenes faecalis
Candida glabrata
Cardiobacterium hominis
Eikenella corrodens
Escherichia coli
Haemophilus influenzae tipul a
Kingella kingae
Micrococcus luteus
Pediococcus acidilactici
Pseudomonas aeruginosa
Staphylococcus epidermidis
Streptococcus pneumoniae

Aerococcus viridans

Bacillus subtilis

Candida tropicalis
Corynebacterium jeikeium
Enterobacter cloacae
Granulicatella adiacens
Haemophilus influenzae tipul b
Klebsiella pneumoniae
Neisseria gonorrhoeae
Proteus mirabilis

Rothia mucilaginosa
Stenotrophomonas maltophilia
Streptococcus pyogenes

La testarea limitei de detectie microbiana, 360 de perechi de seturi au fost testate in total, la niveluri tinta ale substantei de
inoculare de 0 — 1 si 1 — 10 UFC per flacon. Acest studiu a fost proiectat pentru a evalua capacitatea mediului de cultura din

sange BD BACTEC Standard/10 Aerobic/F sa detecteze o UFC, daca este prezenta. Dintre cele 360 de perechi de seturi testate,
207 perechi de seturi au fost pozitive n instrument (crescute si detectate), iar 68 de perechi de seturi au fost negative in instrument
(nu au crescut si nu au fost detectate). Au existat 37 de situatii in care numai dispozitivul original a fost pozitiv in instrument si 48 de
situatii in care numai dispozitivul modificat a fost pozitiv in instrument.

DISPONIBILITATE

Nr. cat. Descriere
442027 BD BACTEC™ Standard/10 Aerobic/F Culture Vials (Flacoane de cultura), cutie cu 50 de flacoane.
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Consult Instructions for Use / HanpaseTe cnpaBka B MHCTpykuuuTe 3a ynotpeba / Prostudujte pokyny k pouziti / Se brugsanvisningen / Gebrauchsanweisung
beachten / ZupBouleuTeite TIg 00nyieg 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 / MaiinanaHy HyckaymbiFbIMeH TaHbIChin anbiHeid / AF-8 A 3 7+ / Skaitykite
naudojimo instrukcijas / Skatit lietoSanas paméacibu / Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uiytkowanla / Consultar as
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kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Manganan6anpia / 248 %] / Tik vienkartiniam naudojimui /
Nelietot atkartoti / Niet opnieuw gebruiken / Kun til engangsbruk / Nie stosowa¢ powtérnie / N&o reutilize / Nu refolositi / He ncnonssosats nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvandas / Tekrar kullanmayin / He BukopuctoByBsaTtv nosTopHo / i Z) # & {# i
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For IVD Performance evaluation only / Camo 3a oueHka kayecTBoTo Ha pabota Ha VD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur
fur IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon amédoong IVD / Sélo para la evaluacién del rendimiento en diagnéstico in vitro / Ainult IVD seadme
hindamiseks / Réservé a I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikahoz / Solo per
valutazione delle prestazioni IVD / XXacaHabl afaariaa «npobupka ilinaey», AnarHocTukaaa Tek )XyMblCTbl 6aranay ywin / IVD A5 3 7}l tfslj A 7k AF-& / 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 Ansi oLeHKV kayecTBa ANarHOCTUKY in
vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering av diagnostisk anvéandning in vitro / Yalnizca IVD
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superiore di temperatura / TemnepatypaHbiH pyKcaT eTinreH xoraprbl weri / -3 1= / Auk$&iausia laikymo temperatira / Aug$éja temperatiras robeza / Hoogste
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£ BD BACTEC Standard/10 Aerobic/F Culture Vials

MutatenbHbii CoeBo-KasenHoBbii BynboH B Mnactukosom dnakoHe

c € 500017524(05)
2019-09

Pycckun

HA3HAYEHUE

dnakoHbl Ans kynstreMpoBaHua BD BACTEC Standard/10 Aerobic/F (oboralyeHHbIi coeBo-kasenHoBbIv ruaponusar ¢ CO,)
npeaHasHaveHbl A5t a3pobHbIX KPOBSIHBIX KynbTyp. B ocHOBHOM oHM npumeHsitotces ¢ npubopamun BD BACTEC dnyopecueHTHO
cepvu Ans Ka4eCTBEHHbIX aHanmn3oB KynbTypbl U BblAeNeHNs aapobHbIX MUKPOOPraHn3moB (bakTepuii 1 poXOKeit) N3 KpoBMU.

KPATKWUIA OB30P U ONUCAHUE

Wccnenyembliii obpasel, 3aceBaeTcs B OAMH N HECKONbKO hriakoHOB, nocre Yero dnakoHbl nomellatotcs B npubop BD BACTEC
PryopecLeHTHON cepumn Ans MHKYGaLum n perynsipHoro cHUTbIBaHWS nokasaHuii. Kaxabli hrnakoH COAepXXUT XMMUYECKUIA AaTHUK,
perncTpupyoLLMin noBbilLeHne koHUueHTpaummn CO, B pesynbsrate pocTta MUKPOOpraHnamoB. Kaxable AecsaTb MUHYT Npubop cHUMaeT
rnokasaHus Aatyvka — yBenuYeHue ypoBHS chriyopecLeHLmnm AaTyumka NpornopLmoHanbHO koHueHTpauum CO,. MonoxuTenbHbIN
pe3ynbTaT yKasblBaeT Ha NpeAnonoXuTenbsHoe NPUCYTCTBUE BO (hriakoHe XU3HECNOCOOHbIX MUKpoopraHnamoB. O6HapyxuBaTcs
TOMbKO MUKPOOPraHn3mbl, pacTyLime Ha NUTaTerNbHON Cpeae KOHKPETHOO Tuna.

APUHUUNbBI METOOAUKU

Ecnu B TectoBOoM 06pa3ue, 3acesHHom Bo conakoH BD BACTEC, npucyTCcTByOT MUKPOOPraHn3Mbl, TO NPW NOrMOLLEHNM MUKpobamu
cybcTpara, cogepxalierocsi BO drakoHe, Bolpabatbiaetca CO,. MNpnbop BD BACTEC cnyopecueHTHON cepun pernctpmpyet
yBenuyeHve ypoBHs riyopecLeHUmMn gatymka Bo ornakoHe, BbI3BaHHOE NoBbilleHnem koHueHTpaummn CO,. AHanma ckopocTtu

1 ypOBHS nMpupocTa KoHueHTpauum CO, nossonset npubopy BD BACTEC driyopecueHTHON cepum onpeaennTb, ABASeTcs nu
PraKkoH NONMOXUTENbHBIM, T. €. COAEPXaTCs N B UCMILITYEMOM 06pasLie XX13HeCcnocobHbIe MUKPOOPraHM3Mbl.

PEATEHTbI
[lo noceBa dnakoHbl Ans KynstuBnposaHns BD BACTEC Standard/10 Aerobic/F cogepxat cnegytoLive akTUBHblE UHIPEeOVNEHTHI.

CnUCOK MHIpeaneHToB

(WTR) OBpabOoTaHHAA BOMA. ....c.cveauriereeiuieeireareasieeaieesieeaeeenes 40 mn

(SCB) MuTtaTenbHbIN COeBO-Ka3ENHOBBIA BYIBOH .......ccvevveeenee. 3,0 % macc./06.
(YEX) [JPOXOKEBOM BKCTPAKT ...ceviienrieseeeeiee et esiee e 0,3 % macc./06.
(ATD) MNepeBap KMBOTHOM TKAHM. .....cccveeiueeaireiieeieeaieee e sieeenes 0,01 % macc./06.
(SCR) Caxapoaa.... 0,1 % macc./0b.
(HEM) TEMUIH ..o e 0,0005 % macc./06.
(MEN) MEHAOMOH ...ttt 0,00005 % macc./0b.
(PXH) Mupuaokcansa ruapoxnopug (BUTamMmuH Bg)......ocoveveeeneenee. 0,001 % macc./06.
(SBC) Hatpus 61KkapboHaT .........cccveevueeneneennn. 0,04 % macc./06.
(SPS) Hatpus nonnaHeTonCynNb@OHAT ........ccocueerieereeenieeneeeenes 0,035 % macc./06.

Bce cpenbl BD BACTEC pacnpegnensitotcs ¢ gobasneHnem CO,.

MpeaynpexpeHnsa n mepbl NPeAOCTOPOXHOCTU

[Ons anarHocTuku in vitro.

MpoayKT Copep>XnT CyXOn HaTyparnbHbIA Kaydyk.

B knuHnyeckunx obpasuiax MoryT NnpucyTCTBOBaTb NaToreHHble MUKPOOPraHu3mbl, B TOM Yucne BMpYCbl renatuta

1 BUpyc uMmmyHogaeduuumTta YenoBeka (BUY). Mpu pabote ¢ nto6biMu npeameTamu, 3arpsis3HeHHbIMU KPOBbLIO UNK
APYruMmn 6MONOrMYecKUMM XXUAKOCTAMMU, criedyeT cobrnioaaTb cTaHAapTHbIE Mepbl NPeAoCTOPOXHOCTM -4 U MHCTPYKLMK
yupexaeHus.

Mepen ncnonb3oBaHNEM Kaxabli hrnakoH Heo6XoaMMOo NPOBEPUTL Ha NPU3HAKKM 3arpsidHeHust (MOMyTHEHVEe pacTBopa,
BbiNMpatoLlas unu BTsHyTas Membpana, ytedkun). HE MCMNONb3YUTE cnakoHbl ¢ NpusHakamu 3arpsisHeHust. Cogepxmumoe
3arpsi3HEHHOro riakoHa MOXeT MMETb MOMNOXMTENbHOE AaBneHne. Ecnu 3arpsasHeHHbI donakoH nenonb3yercs Ans npsMoro
3abopa obpasua, To B BEHy NaumeHTa MOXeT ObiTb 06paTHbIM TOKOM 3aHECEH ra3 Unu 3arpsisHeHHasi nuTaTenbHas cpeaa.
3arpsizHeHne rnakoHa MOXeT OblTb BHELLUHE HeoveBUAHO. Ecnu npymMeHsieTcst TexHonorus npsimoro 3abopa o6pasua,
BHUMATENbHO CrieauTe 3a NpoLeccoMm, YTobbl n3bexaTb noAcachiBaHWUs MaTepUanoB B TeNo nauueHTa.

Ecnu Bo chnakoHax HabnogaeTcs NOMyTHEHME, 3arpsi3HEHE N M3MeHeHWe (NOTEMHEHME) LiBETa, X UCNONb30BaTb HE Crieyer.
WMHorga (o4eHb peako) oriakoH MOXET OKa3aTbCsi HEMIOTHO 3aKpbIT; CoAepXnMoe hrakoHa MOXeET NoATeKaTb UMy NPONMUBaThCS,
ocobeHHO npu nepeBopadvBaHum rakoHa. Ecnv dnakoH 3acesiH, cnegyet 04eHb OCTOPOXXHO OTHOCUTBLCSA K yTEYKE UM NPONUTUIO
COAEpPXKMMOro — hrnakoH MOXET coaepKaTb MaTOreHHbIe MUKPOOPraHM3ambl Unn areHTol. [Nepen yTunmsaumen npoctepunuaynTte Bce
3acesiHHble (PnakoHbl B aBTOKNaBe.



I'Ipe,ClOCTepe»(eHwe npu nepecese, okpalinBaHN U OPYrmx MaHUnynAaunax c d:)ﬂaKOHaMI/I, [OaBLUMMM MONOXUTENbHbBIN pesynbrat:
nepen B3datnem 06pa3ua HeobxoaMMo BbINyCTUTbL ras, KOTOprVI YacTto oGpasyeTcn B npouecce Xun3HeaedaTeribHOCTU MUKPOOPraHM3MOB.
B3asTtue 06pa3uoa HeobXx0aMMO MO BO3MOXHOCTM BbIMOMHATE B BMONOrMyYecky 3aLyLLEeHHOM MOMELLEeHN, ncnonb3yq 3alnTHYO
cneyonexny, B TOM 4Yucre nep4yatkm n Macky. ﬂ,OI’IOI‘IHI/ITeI'IbHI:Ie cBeaieHna No nepeceBy CM. B pasgerne «Metoaukar.

[Ins MMHYMU3aLUMKY NOTEHLMArbHOMO pUCKa yTeYKU MaTepuana Bo BpeMsi noceBa obpasLa Bo priakoHbl AN KyNbTUBUPOBaHNUS
MCMNOMb3yNTE LUNPULbI C NOCTOSAHHO 3aKPEeneHHbIMWU UrinaMu nnv MUupMeHHbIMY HakoHevHnkamu BD Luer-Lok.

MonekynsipHble TECTbI, BbINOIHSEMbIE Ha MONOXMUTESNbHbLIX FEMOKYILTYPaXx, BbISIBMSIOT Kak )KU3HECTIOCOBHbIE, TaK 1
HEXU3HECTIOCOBHBIE MMKPOOPraHU3Mbl, KOTOpbIE YacTo BCTPEYATCS B cpedax Aflst KyNbTMBMPOBaHuUs. MoaToMy pesynsraThl
MOJIEKYNSIPHbIX TECTOB CriedyeT OLEHMBATb B COYETaHUM C pesynbTaTtaMu OKpalunBaHus no Mpamy B COOTBETCTBUM CO
CTaHOapTHLIMU MPaKTUKaMK, a Takke MHCTPYKLUMSIMU MO MPUMEHEHUIO, MPefoCTaBNEHHbIMU NPOU3BOAUTENEM.

Ycnosus xpaHeHus

dnakoHbl BD BACTEC nocTaBnsitoTcst B rOTOBOM K UCMOMb30BaHWIO BUAE U HE TPeBYT BOCCTAHOBNEHUS UKW pa3baBneHus.
XpaHuTe hrakoHbl B CyxoM MecTe npu Temnepatype o1 2 oo 25 °C Bganu ot npsiMoro ceeta.

CBOP OBPA3LOB

YT06bI CHM3NTL BEPOSITHOCTb 3arpsis3HeHusi, 06pasLibl 4OMKHbI 3abupaTbes ¢ cobnogeHem ctepunbHocTn. Obbem
KynbTuBMpyemoro obpasua coctasnseT 3—10 mn. PekomeHayetcs 3aceBatb obpasubl Bo driakoHsl BD BACTEC HenocpeacTBeHHO
y noctenu 6onbHoro. B 6onbluMHCTBE crniyyaeB Ans B3sSTVA obpasua ucnonbayetcs wnput, o6bemom 10 mn unm 20 mn ¢
dVPMEHHBIM HakoHe4HnKkoM BD Luer-Lok. MNpy Heo6XxoanMocTy MOXHO ncnonb3oBaTb OMPMeEHHbIN AepxaTtens urnsl BD Vacutainer
Needle Holder, dpvpmeHHbI koMnnekT ansi 3abopa kposu BD Vacutainer Blood Collection Set, komnnekt ans 3abopa Kposu

BD Vacutainer Safety-Lok Blood Collection Set nn6o no6on apyron koMmnnekT Tpybok Tuna «baboukar. Mpu ncnonb3oBaHUM UMb
1 komnnekTa Tpybok (npsimon 3abop) BHMMaTENbHO CreauTe 3a HanpasrieHneM Toka KpOBUM B Havane B3sTusA obpasua. [laBnenus
BaKyyMa BO dpriakoHe 06bl4HO XBaTaeTt 6ornee 4yem Ha 10 M KPOBM — BHUMATENbHO crieanTe 3a 3abupaemMbiM 0ObEMOM, UCMOSb3YS
LKany ¢ AeneHnsamu 5 M, HaHeCeHHyYLo Ha 3TUKETKY dnakoHa. Korga nonyyeHbl pekomengyemblie 8—10 mn obpasua, Tok Kposu
HY>XHO OCTaHOBUTb — Nepexarb TPyOKy 1 n3sneyb KomnnekT Tpybok us dpnakona BD BACTEC.

3acesHHbI dhrnakoH BD BACTEC HeobxoamMMo He3aMeanuternibHO TpaHCnopTMpoBaTh B flabopaToputo.

METOOWUKA

CHumuTe oTnamblBatoLmincs konnadok dnakoHa BD BACTEC n ocMmoTpute hriakoH Ha npeaMeT TPeLLuH, 3arpsa3HeHuni,
M3BLITOYHON MYTHOCTM, BbINUPAIOLLEi Unu BTAHyTol MemBpaHsl. HE UCTONb3YUTE cdnakoH, ecniv obHapyxeH aedekT. Mepen
NoceBoOM NPOTPUTE MEMGPaHY TaMNOHOM, CMOYEHHbBIM cnupToM (Ucnonb3oBaHue ofa HE pekomeHayetcst). Cobntogasi npasuna
acenTvky, BBeaMTe unu 3abepute Hanpsimyto 3—10 mn obpasua B kaxablil riakoH. 3acesiHHbIe a3po6Hble orlakoHbI JOTKHbI
ObITb He3aMeaNUTENbLHO NomMeleHbl B npu6op BD BACTEC dnyopecueHTHOM cepum Ans MHKybaumm n HabnogeHus. Ecnv
3acesiHHbIN hriakoH He Bbin cpasy nomelleH B Npubop 1 HabnogaeTcs 3aMeTHbIN POCT MUKPOOPraHW3MOB, TO 3TOT (PIakoH HEMb3sl
nccnenosaTthb ¢ nomMoLbto npubopa BD BACTEC dnyopecueHTHOM cepun. B aTom criydae copepxumoe driakoHa HyXXHO nepecesite
1 okpacuTb no Mpamy, a cam hrakoH cunTaTb NPEANONOXUTENBHO NMOMOXUTENBHBIM.

dnakoHbl, NoMeLLaemMble B Mprbop, aBToOMaTUYECKN NPOBEPSAIOTCS KaXable AeCATb MUHYT Ha NMPOTSXXEHUN BCEro Nepuoaa

AencTeusa npotokona ucneitaHuin. Mpubop BD BACTEC driyopecueHTHON cepum onpeaensieT NonoxutenbHble (onakoHbl

(cm. cooTBeTCTBYHOLLEE PykoBoacTBO nomnb3osatensi npubopa BD BACTEC gnyopecueHTHON cepun). [aTumkm ¢riakoHoB ¢
MONOXUTENBHBIM ¥ OTPULUATENBHBIM pe3ynbrataMu BHeLHe He otnudatoTtes. OpgHako npnbop BD BACTEC dnyopecueHTHOW cepun
0BHapyXUT pasHuLly B ypoBHe (hryopecLeHLmMN.

Ecnu B koHUEe nepuoga TecTupoBaHusa otpuuatenbHbin donakoH BD BACTEC Standard/10 Aerobic/F BbIrmsguT Kak NoNoXUTENbHbIN
(kpoBb LLOKOMAAHOrO LBeTa, HabyxLas MembpaHa, NM3VPOBaHHAs NN O4eHb TEMHAs KPOBb), TO HY>KHO BbINOSHUTL NEpeces U
okpaLumnBaHue no pamy, Kak B criyyae ¢ NPeanonoX1TeNbHO NONOXKUTENbHBIM (hriakoHOM.

CopeprMmoe NonoxuTenbHbIX (riakoHOB HYXHO NepecesiTb U okpacuTb Mo pamy. B nogasnstowem bonblUMHCTBE criyvaes
Hanv4ne MMKpoopraHM3moB ByaeT 3amMeTHO, M MOXHO HanpaBWTb Bpady npeaBapuTenbHbli oTYeT. XXugkuin matepvan us drnakoHoB
BD BACTEC moxHO nepecesiTb Ha CeneKkTUBHbIE NUTaTeNbHbIE CPeabl UM UCMONb30BaTh AN NPeABapUTENbHON NPSMON NPOBEPKU
YyBCTBUTENBHOCTH K NPOTMBOGAKTEPHanbHbIM Npenaparam.

ﬂepeceB. I'Iepe,q nepecesoM nomectuTe q)ﬂaKOH B BEPTUKalbHOE NoJioXXeHne n nomectute CI'II/IpTOBOIZ TaMIOH Ha MeM6paHy.
YTtobbl CTpaBuUTb aBlieHne BO CbﬂaKOHe, NPOTKHUTE CTepI/IJ'IbHOIZ Urnon c COOTBETCTBYHOLLMM CbVIJ'IprOM nnn TaMmnoHoOM MeM6paHy
1 NPONUTaHHY CNUPTOM cand)eTKy. CHumute urny nocne ctpaenuBaHNA gaBneHuna n nepepq B3datnem 06pa3ua Ana nepecesa.
BBegeHune v nsBneveHne urmbl AOIMKHO BbIMOSHATHCS I'IpﬂMOﬂI/IHeVIHbIM OBMXeHneMm, be3 CKpy4unBaHuA.

[ns MakcrmarnbHOro BbIXOAA LUTaMMOB MOXHO NPOBEpPsiTh KynbTypbl C OTpUUaTeNbHbIM Pe3ysibTaTOM C NOMOLLbH OKpallnBaHUA 1
(MJ‘lVI) nepecesa B HEKOTOPbI MOMEHT BpeMeHu 0 yTunmsaumm nx Kak O6p83Ll,OB C oTpuuaTesnbHbIM pe3ynbraToMm.

KOHTPOJIb KAYECTBA

Cnepnyiite TpeboBaHUSIM KOHTPOSISi KAYECTBA B COOTBETCTBUM C MPUMEHUMbBIM MECTHbIM, PervoHarbHbIM 1 (Unn) defepanbHbIM
3aKoHOAaTeNbCTBOM, TPEGOBAHUAMM aKKpEAUTaLMM U METOAMKaMM KOHTPONS KayecTBa, NPUHSATLIMU B nabopaTtopuu.
PekomeHayeTcs cBepsATbCS C COOTBETCTBYHOLLMMI PYKOBOACTBaMM HauyoHanbHOro kommuteTa no KnnHu4eckum nabopartopHbim
craHgaptam CLUA (CLSI) u nonoxeHusiMm 3akoHa 0 COBEpLUEHCTBOBaHUM paboThl KnuHUYeckux nabopatopuin (CLIA).

HE UCMONb3YWUTE chnakoHbl ANs KyN5TUBMPOBAHNS C UCTEKLLMM CPOKOM FOAHOCTY.

HE UCMOJb3YUTE cbnakoHsl ANs KyNsTUBAPOBaHUS C TPELLMHAaMM N aedekTamu. YTUnnanpyiite ux ¢ cobnoaeHnem
COOTBETCTBYHIOLLMX Mep BesonacHocTu.



CepTudmkaTbl KOHTPOIS Ka4ecTBa MOCTaBMSIOTCH B KaXA0N KOpobke ¢ nuTaTenbHbIMK cpedamn. B ceptudumkarax KoHTpons
Ka4yecTBa nepeyvncreHbl TECTOBbIE MMKPOOPraHn3mel, Bkntoyas Kynstypbl ATCC, onpeaeneHHblie ctaHgapTom CLSI

Quality Control for Commercially Prepared Microbiological Culture Media (KoHTponb ka4yecTBa NPOMbILLIEHHO NMPUTOTOBMEHHbIX
MWUKPOBUONOrMyeckrx cpea Anst KynsTMBUPOBaHUS).

Bpemsi obHapykeHus cocTaBnsano < 72 yaca ANs Kax4oro U3 opraHu3MoB, NepevncrieHHbIX B cepTudmkaTe KOHTPOsst KadyecTsa Ans
3TON cpeapl:

Streptococcus pyogenes ATCC 19615 Escherichia coli ATCC 25922 Streptococcus pneumoniae* ATCC 6305
Pseudomonas aeruginosa ATCC 27853 Candida albicans ATCC 18804 Neisseria meningitidis ATCC 13090
Alcaligenes faecalis ATCC 8750 Haemophilus influenzae ATCC 19418 Staphylococcus aureus ATCC 25923

* lTamm CLSI

CBeneHus o koHTporne KadecTBa ans npnbopa BD BACTEC cnyopecueHTHO cepun CM. B COOTBETCTBYOLLEM PykoBoacTee
none3osatens npubopa BD BACTEC dnyopecueHTHOW cepun.

OrPAHNMYEHUA METOOAUKU

3arpsasHeHue

He ponyckaiTe 3arpssHeHus obpasua Bo BpeMs ero B3sTus 1 nocesa Bo dnakoH BD BACTEC. 3arpssHeHHbIVi obpasel, npuBeneT
K NMONMOXUTENbHOMY pe3ynbraTy, HO He A4acT KIIMHUYECKW 3HaYvMMOoro pesynbsrarta. BeiBog o 3arps3HeHun fomkeH ObiTb caenaH Ha
OCHOBe Takux (haKTopoB, KaK TVMN BblAENEHHOTO MUKpOOpraHu3ma, NpUCyTCTBME OAHOMO MUKPOOPraHn3Ma B HECKOMbKUX KynbTypax,
ncrtopus 6onesHy nauMeHTa u T. a.

BbigeneHue u3s o6pasyoB KpOBU MUKPOOPraHM3MoB, YyBcTBUTENbHbIX kK MACH

KpoBb HenTpanuayeT ToKCM4HbIN 3ddekT MACH no OTHOLLEHUIO K YYBCTBUTENbHBIM K HEMY MUKPOOPraHu3mam, NoaToMy
pekoMeHAaumsa MakcumarbHbIX 06bemMoB kpoBwu (8—10 M) cnoco6CTBYET BbIAENEHMIO STUX MUKPOOPraHN3MOB.

HekoTopbIM MUkpoopraHuamam, TpeboBaTenbHbIM K NUTaTENbHLIM CpefamM, Hanpumep oTAenbHbIM Buaam Haemophilus,
Heobxoammbl dhakTopbl pocTa (Hanpumep HAL unu cdaktop V), npenocrasnsiemMble obpasuom kposu. Ecrnv obpasel kpoBu nmeet
o6bem 3,0 Mn nnu MeHee, To ANs 0BHapYXeHUs 3TUX MUKPOOPraHNM3MOB MOTyT NOTpeboBaTLCA COOTBETCTBYIOLLME J0OaBKM.

B kauyecTtBe nuTaTtenbHbIx 406aBOK MOXHO ncnonb3oBatb gobasky BD BACTEC FOS, Fastidious Organism Supplement ans
MWKpPOOPraHM3MoB, TpeboBaTenbHbIX K MTaTenbHbIM cpedam. Beigenenne Haemophilus parainfluenzae 3aBucut oT WiTamma.

Hexu3HecnocobHble MUKpPOOpPraHU3mMbl

OkpalueHHbI no pamy npenapar, B3siTbI U3 KyNnbTypbl HA NUTATENbHON Cpeae, MOXET CoaepXKaTb HEXMN3HECNOCOOHbIE
MWKPOOPraHn3Mbl, MPUBHECEHHbIE BMECTE C KOMMOHEHTaMW Cpefbl, peareHTamu Ans okpaluvBaHUs, UIMMEPCUOHHBLIM Macriom,
npeaMeTHbIMU CTeknammn n obpasuamu, ucrnonbdyeMbiMu Ans nocesa. Kpome Toro, obpasew, matepuana nauneHTa MoxeT
coaepXaTb MUKPOOPraHn3Mbl, He pacTylume Ha NUTaTenbLHON cpeae Unu cpeae, UCnonb3yemMon Ans nepecesa. Takue obpasubl npu
HeoBX0AMMOCTH HYXKHO NepeceBaTh Ha creumnarbHble cpeabis.

BbipeneHue Streptococcus pneumoniae

B aspobHoii cpene S. pneumoniae 0OblMHO OBHAPYXUBAKOTCHA BU3yarnbHO U UHCTPYMEHTANbHO, HO B HEKOTOPbIX CryYasiX OHU He
0BHapyXMBaKTCA HU NPU OKpaLuMBaHuK no pamy, HU Npu cTaH4apTHOM nepeceBe. Ecnu 6bin 3acesiH u aHa3pPOOHbIN hriakoH,
MUKPOOPraHn3m 06bI4HO MOXHO BbIAENUTb MyTeM a3pobHOro nepecesa U3 aHaspoOOHOro riakoHa, MOCKOMbKY 9TOT MUKPOOPraHnU3m
XOpPOLLO PacTeT B aHadPOBHbIX yCroBumsix®.

O6Lwme coobpaxeHus

Bbloenexue KynbTyp goCTuraeTca npu nobasnexHun 3—10 mn KpoBW. KpOBb MOXET cofepXxaTtb I'IpOTVIBOMI/IKpOGHbIe BellecTBa Unu
apyrue I/IHFI/|6I/ITOpr, crnocobHble 3amMmennuTb POCT MUKPOOPraHU3MoB U1 NpenATCTBOBATL eMY. nO)KHOOTpI/ILlaTeJ'II:HbIe pesynbraTtbl
MoryT ObITb nony4eHbl, eCnn B KPOBU NMPUCYTCTBYKOT MUKPOOPraHU3mMbl, HE npoun3BoAdLlme 4OCTaTto4HOro Ansa OGHapy)KeHVIH
CcUCTEMOM KonmyecTsa COz, WIN €CN OCHOBHOW POCT MUKPOOPraHM3MoB nmMest Mecto 0 NomMeLleHnsa d)J'IaKOHa B CUCTEMY.
JIoXHONONOXUTENbHbIE pe3ynbraTtbl MOTyT NMONYyYUTLCA NMPU BbICOKOM coaepXaHun NeNKOLMTOB.

Monb3oBaTenb AomkeH ObiTb OCBEAOMIIEH O NOTEHLManbHOM BapuabenbHOCTW pe3ynbsTaToB Npu BblAENEHNN KOHKPETHbIX
MWKPOOPraHM3MoB. JTO CBSI3aHO C XapaKTepHbIMV 0COBEHHOCTAMMU B1ONOrMyeckoro Matepuana, NOMeLEeHHOro B MUTaTenbHyo
cpeny, a TaKkke C NpuUcyLLe MMKpoopraHuamam U3MEeH4YMBOCTbIO.

Bce aHanuTtnyeckve nccnenoBanus cpedbl Ans KynstuemposaHus BD BACTEC Standard/10 Aerobic/F nposoaunuck ¢
NpYMeHeHneM cTaHgapTHoro 5-gHeBHoro (120-4acoBoro) NPOTOKONa; NPOTOKOIbI C NPOAOIMKUTENBHOCTLIO bonee 5 aHen He
OLEHMBanuchb.

OXWOAEMbIE 3HAYEHUA U PABOYUNE XAPAKTEPUCTUKN

OddekTnBHOCTL NUTaTENbHBLIX cpeq BD BACTEC Standard/10 Aerobic /F B cTeknsiHHbIX chriakoHax Gbina gokasaHa B xoae
CEepyn HE3aBUCUMbIX KITMHUYECKUX UCTIbITAHWIA?. JTaGopaTopHble nccrnefoBaHuUs No 3acesy KymnbTyp, BbIMOIHEHHbIE KOMMaHUEN
BD, nogTBepaunu, 4to adhdekTuBHOCTb NuTaTensHbix cped BD BACTEC Standard/10 Aerobic /F B nnacTukoBbix priakoHax
aKBMBanieHTHa adheKkTUBHOCTM NuTaTenbHbix cped BD BACTEC Standard/10 Aerobic /F B CTeKNSIHHbIX doriakoHax8.

Bcero 984 napbl dnakoHoB ¢ koHueHTpaumert 10-100 KOE Ha cnakoH oueHnnu Ha YeTbipex npubopax u3 nuHerku npndopos
BD BACTEC dnyopecuerTtHon cepun: BD BACTEC 9050, BD BACTEC 9240, BD BACTEC FX n BD BACTEC FX40. /3 984
nap ¢rnakoHoB B 948 napax MUKPOOpPraHn3Mbl Obinn BblAeneHbl C MOMOLLIbIO NPUOOPOB AaHHOM cepum kak B cpege BD BACTEC
Standard/10 Aerobic/F B nnactukoBom dnakoHe, Tak 1 B cpege BD BACTEC Standard/10 Aerobic/F B cTeknsHHOM ornakoHe.



B cpene BD BACTEC Standard/10 Aerobic/F B nnacTvkoBom drnakoHe MUKPOOPraHu3mbl He Obinn BblAENEHbI B YETbIpeX
cnyyasx: Candida glabrata (1), Pediococcus acidilactici (1), Haemophilus influenzae, Tun a (1), n Haemophilus parainfluenzae (1).
B cpene BD BACTEC Standard/10 Aerobic/F B cTeknsiHHOM ¢priakoHe MUKPOOPraHn3mMbl He Bbinv BbiAeneHbl B AEBATU CryYasx:
Cryptococcus neoformans (1), Pediococcus acidilactici (4), Haemophilus influenzae, 6uotun | (1), n Neisseria gonorrhoeae (3).

B 23 napax dnakoHoB Haemophilus parainfluenzae, 3acesiHHbIX B koHUeHTpauun 82 KOE Ha dhnakoH, MMKpoopraHuambl He 6binu
obHapyxeHbl H1 B cpege BD BACTEC Standard/10 Aerobic/F B nnactukosom chnakoHe, Hu B cpege BD BACTEC Standard/10
Aerobic/F B cTekngHHOM dnakoHe. PasHyua MeauaHHoro BpeMeHn obHapyXeHust mexay napamu hnakoHOB Npu BCEX YPOBHAX
nHokynauum (0-1 KOE, 1-10 KOE 1 10-100 KOE Ha chnakoH) coctaBuna npubnuantensHo 1 4yac B nonb3y cpeabl BD BACTEC
Standard/10 Aerobic/F B nnactukoBom chnakoHe. bbino nonyyeHo 34 noxHooTpuuatenbHblX HabniogeHus (T. €. dnakoHbl Obinu
onpefeneHbl NpMbopoM B KOHLIE MPOTOKOMa Kak oTpuuaTenbHble C MONOXUTENbHBIM Pe3ynbTaToM 3aKIio4YMTENbLHOMO Nepecesay);
18 NoxXHOOTpULATENBHBLIX HAONIOAEHWI NPY Pa3HbIX YPOBHAX MHOKYNALMUM BbINo NoyyYeHo Npyu UCMONb30BaHWUM cpeabl

BD BACTEC Standard/10 Aerobic/F B cTeknsHHOM dnakoHe. LLlecTHaauaTe noxHoOOTpuLAaTENbHbIX HAGMIOAEHWI NPY pasHbIX
YPOBHSX MHOKYMsALUMM BbIno nonyveHo npu ucnons3osaHum cpegbl BD BACTEC Standard/10 Aerobic/F B nnacTnkoBom chnakoHe:
Candida glabrata (1) Cryptococcus neoformans (2), Haemophilus influenzae (1), Haemophilus parainfluenzae, 6uotun | (11),

n Pediococcus acidilactici (1). N3 11 Haemophilus parainfluezae, 6uotun |, wecTtb 6bino 3acesiHo npu 82 KOE u natb 6bino
3acesHo npu 2 KOE. B gononHnTensHOM nccneaoBaHum 3acesHHbIX 06pasLoB ¢ NsTbio WTammamu Haemophilus parainfluenzae,
NPOTECTUPOBAHHLIMU C 06bemamu kpoBu 3, 5 1 10 mn npu uenesom koHueHTpauun 10-100 KOE, ypoBeHb BbigeneHnst 3aBucen
oT wramma n coctaenset ot 0 % [o 94 % anst nnacTukoBoro dnakoHa u ot 6 % Ao 100 % ansa creknsiHHoro cnakoHa. Yetbipe
OOMONHUTENbHBIX BUAa APOXOken (a umeHHo no Aga wramma Candida parapsilosis, Candida tropicalis v no ogHoMy LiTaMmMy
Candida glabrata, Cryptococcus neoformans) Obinin NPOTECTUPOBAHbI U OOHAPYXXEHbI U B CTEKNSAHHbIX, U B MNACTUKOBBIX (PriakoHax;
Me[naHHoe BpeMsi 0 OOHapy>XXeHNs B 3TOM 1ccrie4oBaHum Obino B MOMb3y MacTMKOBOro (hriakoHa.

Bo Bpemsi aHanuTMyecknx nccnegoBaHumn Obinn npoaHannsanpoBaHbl cnegyruine MMKPoopraHn3mbl:

Abiotrophia defectiva Acinetobacter Iwoffii Aerococcus viridans
Aggregatibacter actinomycetemcomitans Alcaligenes faecalis Bacillus subtilis

Candida albicans Candida glabrata Candida tropicalis

Candida parapsilosis Cardiobacterium hominis Corynebacterium jeikeium
Cryptococcus neoformans Eikenella corrodens Enterobacter cloacae
Enterococcus faecalis Escherichia coli Granulicatella adiacens
Haemophilus influenzae Haemophilus influenzae type a Haemophilus influenzae type b
Haemophilus parainfluenzae biotype | Kingella kingae Klebsiella pneumoniae
Leuconostoc citreum Micrococcus luteus Neisseria gonorrhoeae
Neisseria meningitidis Pediococcus acidilactici Proteus mirabilis

Providencia stuartii Pseudomonas aeruginosa Rothia mucilaginosa
Staphylococcus aureus Staphylococcus epidermidis Stenotrophomonas maltophilia
Streptococcus agalactiae Streptococcus pneumoniae Streptococcus pyogenes

Streptococcus sanguinis

B Tectax Ha onpepeneHue npeaenbHbIX BO3MOXHOCTEN Mo 06HapyXeHWI0 MUKPOOPraH13mMoB ObIno npoaHanuanposaHo 360 nap
nakoHOB, 3acesiHHbIX B LieneBoi koHueHTpaumm 0—1 n 1-10 KOE Ha dhnakoH. Llenb nccrnegoBaHus coctosina B TOM, YTOObI
oueHnTb cnocobHocTb KpoBsiHbIx cpen, BD BACTEC Standard/10 Aerobic/F o6HapyxwuBaTb ogHy KOE (npu Hanuuum). M3 360
npoTecTMpoBaHHbIX nap dnakoHoB Ans 207 nap driakoHoB ObiN NoNyYeH NONOXUTENBHBIA pe3ynsTaTt Ha npubope (pocT K
obHapyxeHue) 1 ans 68 nap dnakoHoB Obin NonyyYeH oTpuLaTenbHbIN pesynbsTaT Ha npubope (6e3 pocta 1 06HapyXeHus).

B 37 cnyyaeB nonoxuTenbHbIvi pe3ynstaT Obin nonyyeH Ha npubope TonbKo AN NpeAuKaTMBHOIO YCTPOWCTBA, U B 48 cnyyaeB
NONOXUTENbHbIN pe3ynbTaT Obin nonyyeH Ha Npubope TonbKo AN MoAM(ULIMPOBaHHOIO YCTPOMCTBA.

HAJNTMYUE

Homep no kaTtanory OnucaHue
442027 BD BACTEC Standard/10 Aerobic/F Culture Vials, koHTeliHep ¢ 50 conakoHamu.
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For US: “For Investigational Use Only”
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Fragile, Handle with Care / Yynnueo, PaboteTte c HeobxoanmoTo BHUMaHue. / Kiehké. Pi manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich,
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