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Contact your local BD representative for instructions. / CBbpxeTe ce ¢ MmecTHUs npeacTaBuTen Ha BD 3a
MHCTpyk3uu. / Pokyny vam poskytne mistni zastupce spolecnosti BD. / Kontakt den lokale BD reprasentant for at
fa instruktioner. / Die Packungsbeilage erhalten Sie bei lhrer 6rtlichen BD-Vertretung. / Péngase en contacto con
su representante local de BD para instrucciones. / Contacter le représentant local de BD pour les instructions.
| ETTIKOIVWVAOTE JE TOV TOTIKG avTirpéowTro Tng BD yia odnyieg. / Kasutusjuhiste suhtes kontakteeruge oma
kohaliku BD esindajaga. / Ota yhteys lahimpaan BD:n edustajaan ohjeiden saamiseksi. / Kontaktiraj lokalnog
predstavnika BD za upute. / A hasznalati utasitast kérje a BD helyi képviseletétdl. / Rivolgersi al rappresentante BD
di zona per istruzioni. / Hyckaynap ywiH xeprinikti BD ekinimeH xa6apnacbiHbi3. / Naudojimo instrukcijy teiraukités
vietos BD jgaliotojo atstovo. / Neem contact op met uw plaatselijke BD-vertegenwoordiger voor instructies. / Kontakt
din lokale BD-representant for mer informasjon. / Aby uzyskac instrukcje uzytkowania, skontaktuj sie z lokalnym
przedstawicielstwem BD. / Contacte o representante local da BD para instrugdes. / Pentru instructiuni, contactati
reprezentantul local BD. / ins nony4yeHus yka3zaHui o6paTuTecb K MECTHOMY npeAcTaBuTento komnadum BD. /
Instrukcie ziskate u miestneho zastupcu spolo¢nosti BD. / Obratite se svom lokalnom predstavniku kompanije BD za

uputstva. / Kontakta ndrmaste BD-representant for anvisningar. / Talimatlar igin yerel BD temsilcinizle temasa gegin.
| 3a iHCTpYKUifAMM 3BepPHITLCA A0 MicLeBoro npeacTaBHUKa komnaHii BD.

INTENDED USE

The BD ProbeTec™ ET Neisseria gonorrhoeae (GC) Amplified DNA Assay, when tested with the BD Viper™ System,

uses Strand Displacement Amplification (SDA) technology for the direct, qualitative detection of Neisseria gonorrhoeae

DNA in endocervical swabs, male urethral swabs, and in female and male urine specimens as evidence of infection with

N. gonorrhoeae. Specimens may be from symptomatic or asymptomatic females and males. A separate Amplification Control
is used for inhibition testing.

SUMMARY AND EXPLANATION

Neisseria gonorrhoeae are gram-negative, oxidase positive diplococci which can be observed in Gram-stained smears

of urethral discharges, usually within neutrophils. Culture of N. gonorrhoeae can be difficult because the organism does

not survive long outside its host and is highly susceptible to adverse environmental conditions such as drying and extreme
temperatures.! Neisseria gonorrhoeae causes acute urethritis in males, which if untreated can develop into epididymitis,
prostatitis, and urethral stricture. In females, the primary site of infection is the endocervix. An important complication in
females is development of pelvic inflammatory disease which contributes to infertility.2 Asymptomatic infections occur often in
females but infrequently in males.

The current methods for detection of N. gonorrhoeae include culture, immunoassays, non-amplified probes, and amplified
probes.2 The development of amplified methods has demonstrated two advantages over non-amplified methods: increased
sensitivity, and applicability to a variety of sample types. For identification of GC, optimized culture methods continue to be
the standard for diagnosing patients with gonococcal infections.

The BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay, when used with the BD Viper System, utilizes
homogeneous Strand Displacement Amplification (SDA) technology as the amplification method and fluorescent energy
transfer (ET) as the detection method to test for the presence of N. gonorrhoeae DNA in clinical specimens.3-5

PRINCIPLES OF THE PROCEDURE

The BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay is based on the simultaneous amplification and detection of
target DNA using amplification primers and a fluorescent labeled detector probe.45 The SDA reagents are dried in two separate
disposable microwell strips. The processed sample is added to the Priming Microwell which contains the amplification primers,
fluorescent labeled detector probe, and other reagents necessary for amplification. After incubation, the reaction mixture is
transferred to the Amplification Microwell, which contains two enzymes (a DNA polymerase and a restriction endonuclease)
necessary for SDA. The Amplification Microwells are sealed to prevent contamination and then incubated in a thermally controlled
fluorescent reader which monitors each reaction for the generation of amplified products. The presence or absence of GC is
determined by relating the BD ProbeTec ET MOTA (Method Other Than Acceleration) scores for the sample to pre-determined
cutoff values. The MOTA score is a metric used to assess the magnitude of signal generated as a result of the reaction.

Each sample and control are tested in two discrete microwells: one for N. gonorrhoeae and one for the Amplification Control.
The purpose of the Amplification Control is to identify a sample that may inhibit the SDA reaction.

REAGENTS

Each BD ProbeTec ET GC/AC Reagent Pack contains:

Neisseria gonorrhoeae (GC) Priming Microwells, 4 x 96:

4 Oligonucleotides = 7 pmol; dNTP = 35 nmol; Detector probe = 25 pmol; with buffers and stabilizers.
Neisseria gonorrhoeae (GC) Amplification Microwells, 4 x 96:



Restriction enzyme = 15 Units; DNA Polymerase = 2 Units; dNTP’s = 80 nmol; with buffers and stabilizers.
Amplification Control (AC) Priming Microwells, 4 x 96:

4 Oligonucleotides = 7 pmol; dNTP 2 35 nmol; Detector probe = 25 pmol; = 1,000 copies per reaction of pGC10 linearized
plasmid; with buffers and stabilizers.

Amplification Control (AC) Amplification Microwells, 4 x 96:

Restriction enzyme = 15 Units; DNA Polymerase = 2 Units; dNTP’s = 80 nmol; with buffers and stabilizers.

NOTE: Each microwell pouch contains one desiccant bag.

BD ProbeTec ET (CT/GC) Control Set, 20 CT/GC Positive Controls (50 pL dried) containing 750 copies per reaction of
pCT16 linearized plasmid* and 250 copies per reaction of pGC10 linearized plasmid* with = 5 ug Salmon testes DNA; 20 CT/
GC Negative Controls (50 uL dried) with =2 5 ug Salmon testes DNA; BD ProbeTec ET CT/GC Diluent Tubes — 400 tubes
each containing 2 mL of Sample Diluent, which contains potassium phosphate, DMSO, glycerol, Polysorbate 20, and 0.03%
Proclin™ (preservative); BD ProbeTec ET Diluent (CT/GC) — 225 mL Sample Diluent which contains potassium phosphate,
DMSO, glycerol, Polysorbate 20, and 0.03% Proclin (preservative).

* The concentration of this DNA was determined spectrophotometrically at 260 nm.

Instrument, equipment and supplies: BD Viper, BD Viper Lysing Heater, BD Viper Lysing Rack and base, BD ProbeTec
Urine Preservative Transport Kit, BD ProbeTec ET Sample Tubes and Caps. BD Viper pipette tips, tip waste boxes and bags,
Amplification (Black) plate sealers, BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified

DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit or BD ProbeTec ET CT/GC Amplified DNA Assay
Collection Kit for Endocervical Specimens, BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae CT/GC Amplified
DNA Assay Male Urethral Specimen Collection and DRY TRANSPORT Kit or BD ProbeTec ET CT/GC Amplified DNA Assay
Collection Kit for Male Urethral Specimens.

Materials Required But Not Provided: Centrifuge capable of 2000 x g, vortex mixer, gloves, pipettes capable of delivering

1 mL, 2 mL and 4 mL, DNA AWAY™, 3% (w/v) hydrogen peroxide* or 1% (v/v) sodium hypochlorite, **clean container suitable
for holding aliquotted Diluent, timer and absorbent paper, sterile urine specimen collection cups. Empty microwells and alcohol
wipes (70% Isopropanol).

*Do not use hydrogen peroxide from a bottle that has remained open for longer than 8 days.

**Prepare fresh daily.

Storage and Handling Requirements: Reagents may be stored at 2-33 °C. Unopened Reagent Packs are stable until the
expiration date. Once a pouch is opened, the microwells are stable for 4 weeks if properly sealed or until the expiration date,
whichever comes first. Do not freeze.

WARNINGS AND PRECAUTIONS:

For in vitro Diagnostic Use

1. Wear personal protective equipment, including eye protection, when handling biological specimens.

2. This reagent pack is for testing endocervical and male urethral swabs and male and female urine specimens with the
BD Viper System.

3. For collection of endocervical swab specimens, only the BD ProbeTec ET Chlamydia trachomatis/Neisseria
gonorrhoeae (CT/GC) Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit and the
BD ProbeTec ET CT/GC Amplified DNA Assay Collection Kit for Endocervical Specimens have been validated.

4. For collection of male urethral swab specimens, only the BD ProbeTec ET Chlamydia trachomatis/

Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Male Urethral Specimen Collection and DRY TRANSPORT Kit
and the BD ProbeTec ET CT/GC Amplified Assay Collection Kit for Male Urethral Specimens have been validated.

5. For urine specimens, the BD ProbeTec Urine Preservative Transport (UPT), and unpreserved (neat) urine have
been validated.

6. Laboratories may validate other swab or urine collection and transport devices for use with the BD ProbeTec ET GC
assay according to the “Verification and Validation Procedures in the Clinical Microbiology Laboratory,” Cumitech 31, B.L.
Elder et al., American Society for Microbiology, Washington D.C., February, 1997.

7. Do not test the CT/GC Diluent tube from the BD ProbeTec ET CT/GC Amplified Assay Collection Kits if received in the
laboratory without the swab present. A false negative test result may occur.

8. Do not interchange or mix kit reagents from kits with different lot numbers.

9. Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical
specimens. “Standard Precautions” 6-9 and institutional guidelines should be followed in handling all items contaminated
with blood and other body fluids.

10. Use established laboratory practices when disposing of used pipette tips, sample tubes, Priming Microwells and
other disposables. Discard disposables carefully. Seal and dispose of waste containers when they are 3/4 full or daily
(whichever comes first).

11. Reagent pouches containing unused Priming Microwells and Amplification Microwells MUST be carefully resealed after
opening. Verify that a desiccant is present prior to resealing the reagent pouches.

12. The plate containing the Amplification Microwells MUST be properly sealed with the black Amplification sealer. Sealing
ensures a closed reaction for amplication and detection and is necessary to avoid contamination of the instrument and
work area with amplification products. Do not remove sealing material from microwells at any time.
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13. Priming Microwells with residual fluid (after transfer of fluid from the Priming Microwells to the Amplification Microwells)
represent a source of target contamination. Carefully seal Priming Microwells with a plate sealer prior to disposal.

14. To prevent contamination of the work environment with amplification products, use the disposal bags provided in the
Reagent Packs to dispose of tested Amplification Microwells. Make sure the bags are properly closed before disposal.

15. Although dedicated work areas are not required because the BD Viper System design reduces the possibility of
amplicon contamination in the testing environment, other precautions for controlling contamination, particularly to avoid
contamination of specimens during processing, are necessary.

16. Because of the potential for false positivity with some non-gonococcal Neisseria found in the respiratory tract (see
“Limitations of the Procedure,” #19), contamination of reagents and specimens with respiratory aerosols should be avoided.

17. CHANGE GLOVES after removing and discarding caps from lysed samples and controls to avoid cross-contamination
of specimens. If gloves come in contact with specimen or appear to be wet, immediately change gloves to avoid
contaminating other specimens. Change gloves before leaving work area and upon entry into work area.

18. In the event of contamination of the work area or equipment with samples or controls, thoroughly clean the contaminated
area with DNA AWAY, 3% (w/v) hydrogen peroxide or 1% (v/v) sodium hypochlorite and rinse thoroughly with water.
Allow surface to dry completely before proceeding.

19. Clean the entire work area — counter tops and instrument surfaces — with DNA AWAY, 3% hydrogen peroxide or
1% (v/v) sodium hypochlorite on a daily basis. Thoroughly rinse with water. Allow surfaces to dry completely before
proceeding with additional testing.

20. Do not use ELIMINase or Alconox for cleaning the BD Viper System.

21. When using hydrogen peroxide as a cleaning agent, do not use hydrogen peroxide from a bottle that has been open
> 8 days.

22. Contact Technical Services in the event of an unusual situation, such as a spill into the BD Viper instrument or DNA
contamination that cannot be removed by cleaning.

SAMPLE COLLECTION AND TRANSPORT

The BD Viper System is designed to detect the presence of Neisseria gonorrhoeae in endocervical swabs, male urethral
swabs and male and female urine specimens using the appropriate collection method.

The only devices that have been validated for collecting swab specimens for testing on the BD Viper System are:

+ BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Endocervical Specimen
Collection and DRY TRANSPORT Kit

» BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Male Urethral Specimen
Collection and DRY TRANSPORT Kit

« BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection Kit for
Endocervical Specimens

+ BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified Assay Collection Kit for Male
Urethral Specimens

For U.S. and international shipments, specimens should be labeled in compliance with applicable state, federal, and
international regulations covering the transport of clinical specimens and etiologic agents/infectious substances. Time and
temperature conditions for storage must be maintained during transport.

Urine specimens must be collected in a sterile, plastic, preservative-free, specimen collection cup. For urine specimens, the
BD ProbeTec Urine Preservative Transport (UPT), and unpreserved (neat) urine have been validated.

SWAB SPECIMEN COLLECTION

ENDOCERVICAL SWAB SPECIMEN COLLECTION USING BD PROBETEC ET CT/GC AMPLIFIED DNA ASSAY
ENDOCERVICAL
SPECIMEN COLLECTION AND DRY TRANSPORT KIT:

1. Remove excess mucus from the cervical os with the large-tipped cleaning swab provided in the BD ProbeTec ET CT/
GC Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit and discard.

Insert the Endocervical Specimen Collection and DRY TRANSPORT swab into the cervical canal and rotate for 15-30 s.
Withdraw the swab carefully. Avoid contact with the vaginal mucosa.

Immediately place the cap/swab into the transport tube. Make sure the cap is tightly secured to the tube.

Label the tube with patient information and date/time collected.

Transport to laboratory.
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ENDOCERVICAL SWAB SPECIMEN COLLECTION USING BD PROBETEC ET CT/GC AMPLIFIED DNA ASSAY
COLLECTION KIT FOR ENDOCERVICAL SPECIMENS:

1. Remove the cleaning swab from packaging.

2. Using cleaning swab, remove excess mucus from the cervical os.
3. Discard the used cleaning swab.

4. Remove the collection swab from packaging.



Insert the collection swab into the cervical canal and rotate for 15-30 s.

Withdraw the swab carefully. Avoid contact with the vaginal mucosa.

Uncap the CT/GC diluent tube.

Fully insert the collection swab into the CT/GC Diluent tube.

9. Break the shaft of the swab at the score mark. Use care to avoid splashing of contents.
10. Tightly recap the tube.

11. Label the tube with patient information and date/time collected.

12. Transport to laboratory.
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MALE URETHRAL SWAB SPECIMEN COLLECTION USING BD PROBETEC ET CT/GC AMPLIFIED DNA ASSAY MALE
URETHRAL COLLECTION AND DRY TRANSPORT KIT:

1. Insert the Male Urethral Collection and DRY TRANSPORT swab 2—4 cm into the urethra and rotate for 3-5 s.

2. Withdraw the swab and place the cap/swab into the transport tube. Make sure the cap is tightly secured to the tube.
3. Label the tube with patient information and date/time collected.

4. Transport to laboratory.

MALE URETHRAL SWAB SPECIMEN COLLECTION USING BD PROBETEC ET CT/GC AMPLIFIED ASSAY
COLLECTION KIT FOR MALE URETHRAL SPECIMENS:

1. Remove the swab from packaging.

Insert the swab 2—4 cm into the urethra and rotate for 3-5 s.

Withdraw the swab.

Uncap the CT/GC Diluent tube.

Fully insert the swab into the CT/GC Diluent tube.

Break the shaft of the swab at the score mark. Use care to avoid splashing of contents.
Tightly recap the tube.

Label the tube with patient information and date/time collected.

Transport to laboratory.
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SWAB STORAGE AND TRANSPORT

After collection, the endocervical swabs and the male urethral swabs must be stored and transported to the laboratory and/
or test site at 2-27 °C within 4—6 days. Storage up to 4 days has been validated with clinical specimens; storage up to 6 days
has been demonstrated with seeded specimens. In addition, storage up to 30 days at 2-8 °C has been demonstrated with
seeded specimens. Refer to “Performance Characteristics.”

NOTE: If specimens cannot be transported directly to the testing laboratory under ambient temperatures (15-27 °C) and
must be shipped, an insulated container with ice should be used with either an overnight or 2-day delivery vendor.

Specimen Type

Female Endocervical Male Urethral
to be Processed

Temperature Condition
for Transport to 2-27 °C 2-8°C 2-27 °C 2-8°C
Test Site and Storage

Process Specimen Within 4-6 days Within 30 days Within 4-6 days Within 30 days
According to Instructions of collection of collection of collection of collection




URINE SPECIMEN COLLECTION, STORAGE AND TRANSPORT

Collect urine specimen in a sterile, preservative-free collection cup. Urine specimens may be stored and transported in two
ways — (1) unpreserved (neat), and (2) using the BD ProbeTec Urine Preservative Transport (UPT). The following chart
provides a summary of storage and transport conditions for neat urine and UPT.

Urine Specimen Type

to be Processed NEAT uPT
Urine Stored Urine Stored
at 2-30 °C - at2-8 °C -
Transfer to Transfer to
UPT Within UPT Within
8 Hours of 24 Hours of
Collection Collection

Temperature Condition
for Transport to 2-30°C 2-8°C -20°C 2-30°C 2-30°C -20°C
Test Site and Storage

s s s Within Within Within
Process Specimen Within Within Within 30 days 30 days 2 months
N . 30 hours 7 days 2 months
According to Instructions of collection | of collection | of collection after transfer | after transfer | after transfer
to UPT to UPT to UPT

UNPRESERVED (NEAT) URINE

Collection
1. The patient should not have urinated for at least 1 h prior to specimen collection.
2. Collect the specimen in a sterile, preservative-free specimen collection cup.

3. The patient should collect the first 15-60 mL of voided urine (the first part of the stream — not midstream) into a urine
collection cup.

4. Cap and label the urine collection cup with patient identification and date/time collected.

STORAGE AND TRANSPORT

1. Store and transport neat urine from the collection site to the test site at 2-30 °C.

2. Sample processing must be completed within 30 h of collection if stored at 2-30 °C or within 7 days of collection if stored
at2-8 °C.

NOTE: Specimens must be shipped in an insulated container with ice using either an overnight or 2-day delivery vendor.

Storage up to 7 days at 2-8 °C has been demonstrated with seeded specimens.

USING BD PROBETEC URINE PRESERVATIVE TRANSPORT KIT (UPT)

Collection
1. The patient should not have urinated for at least 1 h prior to specimen collection.
2. Collect the specimen in a sterile, preservative-free specimen collection cup.

3. The patient should collect the first 15-60 mL of voided urine (the first part of the stream — not midstream) into a urine
collection cup.

4. Cap and label the urine collection cup with patient identification and date/time collected.

URINE TRANSFER TO UPT

NOTES: Urine should be transferred from collection cup to the UPT within 8 h of collection provided the urine has been stored
at 2-30 °C. Urine can be held for up to 24 h prior to transfer to the UPT provided that the urine has been stored at 2-8 °C.

Wear clean gloves when handling the UPT and the urine specimen. If gloves come in contact with the specimen, immediately
change gloves to prevent contamination of other specimens.

1. After the patient has collected the urine sample, label the urine collection cup.

2. Open the Urine Preservative Transport Kit and remove the UPT and the transfer pipette. Label the UPT with the patient
identification and date/time collected.

3. Hold the UPT upright and firmly tap the bottom of the tube on a flat surface to dislodge any large drops from inside the
cap. Repeat if necessary.

4. Uncap the UPT and use the transfer pipette to transfer urine into the tube. The correct volume of urine has been
added when the fluid level is between the black lines on the fill window on the UPT label. This volume corresponds to
approximately 2.5-3.45 mL of urine. DO NOT overfill or under fill the tube.

5. Discard the transfer pipette. NOTE: The transfer pipette is intended for use with a single specimen.
Tighten the cap securely on the UPT.
Invert the UPT 3—4 times to ensure that the specimen and reagent are well mixed.




UPT STORAGE AND TRANSPORT

Store and transport urine specimens in UPT at 2-30 °C and process within 30 days of collection. Specimens may be stored
at -20 °C for up to two months.

TEST PROCEDURE

The optimum environmental conditions for the GC assay were found to be 18-23 °C at 25-75% Relative Humidity and 23-28 °C
at 25-50% Relative Humidity. The performance of the GC assay at temperatures in excess of 28 °C is not recommended. Refer
to the BD Viper Instrument User’s Manual for specific instructions for operating and maintaining the instrument.

TESTING PROCEDURE FOR THE GC/AC REAGENT PACK: REFER TO THE BD VIPER INSTRUMENT USER’S
MANUAL ADDENDUM FOR THE TEST PROCEDURE.

QUALITY CONTROL

The BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae positive and negative control set is provided
separately. One positive and one negative control must be included in each assay run and for each new reagent kit lot
number. Controls may be randomly positioned. The CT/GC positive control will monitor for substantial reagent failure only.
The CT/GC negative control monitors for reagent and/or environmental contamination.

The positive control has both cloned CT and GC target regions that are not necessarily representative of organism target
DNA detected by the assay nor do they represent specimen matrices (urine and epithelial cell suspensions) indicated for use
with the BD ProbeTec ET System. These controls may be used for internal quality control or users may develop their own
internal quality control material, as described by CLSI C24-A3.10 Additional controls may be tested according to guidelines
or requirements of local, state, and/or federal regulations or accrediting organizations. Refer to CLSI C24-A3 for additional
guidance on appropriate internal quality control testing practices. The positive control contains 750 copies per reaction of
pCT16 linearized plasmid and 250 copies per reaction of pGC10 linearized plasmid. Both organisms have multiple copies of
the target. The BD ProbeTec ET amplification reaction volume is 100 pL of rehydrated control.

Correct positioning of the microwell strips is important for proper result reporting. Refer to the BD Viper Instrument User’s
Manual Addendum for correct microwell strip positioning.

The CT/GC positive and CT/GC negative control must test as positive and negative, respectively, in order to report patient
results. If controls do not perform as expected, the assay run is considered invalid and patient results will not be reported

by the instrument. If the QC does not meet the expected results, repeat the entire run using a new set of controls, new
microwells, and the processed specimens. If the repeat QC does not provide the expected results, contact Technical
Services. (See “Interpretation of Results.”)

D. QUALITY CONTROL PREPARATION:
NOTE: The BD ProbeTec ET (CT/GC) Controls and Diluent should be at room temperature prior to use.

1. For each run (plate) to be tested, prepare a fresh CT/GC Negative Control Tube and a fresh CT/GC Positive Control
Tube. If a plate contains more than one Reagent Pack lot number, controls must be tested with each lot.

Remove the cap from the CT/GC Negative Control Tube. Using a new pipette tip or pipette, add 2.0 mL of Diluent.
Recap the tube and vortex for 5 s.

Remove the cap from the CT/GC Positive Control Tube. Using a new pipette tip or pipette, add 2.0 mL of Diluent.

Recap the tube and vortex for 5 s.

. Controls are ready to be lysed.

Once the controls have been prepared, continue with testing as described in the BD Viper Instrument User’s Manual Addendum.

When the GC/AC Reagent Pack is used, the AC must be included for each patient sample and control. The Amplification
Control microwells contain = 1,000 copies per reaction of pGC10 linearized plasmid that should be amplified in the sample
matrix. The amplification control is designed to identify samples that may contain amplification inhibitors that could prevent
detection of GC DNA if present. (See “Interpretation of Results.”)
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Intepretation of Control Results:
Control Interpretation without the AC

GC MOTA Score Result
CT/GC Positive Control MOTA = 2000 Acceptable
CT/GC Negative Control MOTA < 2000 Acceptable

Control Interpretation with the AC
GC MOTA Score AC MOTA Score* Result

CT/GC Positive Control MOTA = 2000 MOTA = 1000 Acceptable

CT/GC Negative Control MOTA < 2000 MOTA = 1000 Acceptable

* If the AC fails (MOTA < 1000), the control fails.



SPECIMEN PROCESSING CONTROLS:

Specimen processing controls may be tested in accordance with the requirements of appropriate accrediting organizations.
A positive control should test the entire assay system. For this purpose, known positive specimens can serve as controls by
being processed and tested in conjunction with unknown specimens. Specimens used as processing controls must be stored,
processed, and tested according to the package insert. As an alternative to using positive specimens, specimen processing
controls simulating urine processing can be prepared as described below.

NEISSERIA GONORRHOEAE:

If a known positive specimen is not available, another approach is to assay a stock culture of N. gonorrhoeae (available from
the ATCC®, strain # 19424) prepared as described below:

1. Thaw a vial of N. gonorrhoeae stock culture, received from ATCC and immediately inoculate a chocolate agar plate.
Incubate at 37 °C in 3-5% CO, for 24—48 h.

Resuspend colonies from the chocolate agar plate with phosphate buffered saline (PBS).

Dilute cells in PBS to a 1.0 McFarland turbidity standard (approximately 3 X 108 cells/mL).

Prepare 10-fold serial dilutions to a 105 dilution of the McFarland (at least 5 mL final volume) in PBS.

Place 4 mL of the 105 dilution in a BD ProbeTec ET sample tube.

Process as a urine sample starting at Section C, step 5 of the “Test Procedure.”

After processing, lyse sample as described in Section E of the “Test Procedure.”

Continue testing as described in Section F of the “Test Procedure.”

Monltorlng for the Presence of DNA Contamination: Refer to the BD Viper Instrument User’s Manual Addendum.
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INTERPRETATION OF TEST RESULTS

The BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay uses fluorescent energy transfer as the detection
method to test for the presence of N. gonorrhoeae in clinical specimens. All calculations are performed automatically by the
instrument software.

The presence or absence of N. gonorrhoeae is determined by relating the BD Viper MOTA scores for the specimen to

pre-determined cutoff values. The MOTA score is a metric used to assess the magnitude of signal generated as a result of
the reaction. The magnitude of the MOTA score is not indicative of the level of organism in the specimen.



If assay controls are not as expected, patient results should not be reported. See QC section for expected control values.
Reported results are determined as follows.

For the GC/AC Reagent Pack:

N. gonorrhoeae Result Interpretation with AC

GC AC
MOTA MOTA Report Interpretation Result
Score Score

Positive for N. gonorrhoeae. N. gonorrhoeae organism
viability and/or infectivity cannot be inferred since target
DNA may persist in the absence of viable organisms.

N. gonorrhoeae Positive'

210000 Ay yotected by SDA

N. gonorrhoeae N. gonorrhoeae likely. Supplemental testing may be

itive23
detected by SDA useful for verifying presence of N. gonorrhoeae.2 Low Positive

2,000-9,999 Any

Presumed negative for N. gonorrhoeae. A negative
result does not preclude N. gonorrhoeae infection
because results are dependent on adequate specimen
collection, absence of inhibitors, and sufficient DNA to
be detected.

N. gonorrhoeae not
detected by SDA

< 2,000 > 1,000 Negative

Repeatedly inhibitory specimen. N. gonorrhoeae,
if present, would not be detectable using SDA.
Submit another specimen for testing.

Amplification control Indeterminate

<2,000 < 1,000 inhibited. Repeat test 4

1 According to CDC guidelines, “consideration should be given to routine additional testing for persons with positive
N. gonorrhoeae screening tests when risk-factor information or actual surveys indicate that the prevalence is low, resulting
in a lower PPV (e.g., < 90%).” Regardless of the screening method used (e.g. NAAT, DFA, EIA, Nucleic Acid Probe), “all
positive screening tests should be considered presumptive evidence of infection.”!! Refer to CDC guidelines for details on
additional testing and patient management after a positive screening test.

2 Refer to cutoff description and Figures 2 and 3 in “Performance Characteristics” of the BD ProbeTec ET CT/GC Amplified
DNA Assay package insert for additional information on the distribution of GC MOTA values by specimen type observed in
the clinical trials.

3 The magnitude of the MOTA score is not indicative of the level of organism in the specimen.

4 Repeat BD Viper test. For urines, repeat from the original specimen. If original specimen not available, repeat from the
processed sample tube. For swabs, repeat from the processed sample tube. If repeat result is either positive or negative,
interpret as described above. If results repeat as indeterminate, a new specimen should be requested.

Determination of GC/AC Cutoff:

The assay and amplification control cutoffs for GC specimen results were determined based on Receiver Operating
Characteristic (ROC) curve analysis of MOTA values obtained with patient specimens (male urethral swab, female
endocervical swab, male and female urine) tested using both the BD ProbeTec ET CT/GC assay and another amplified
method during preclinical studies. The cutoffs were confirmed in clinical studies by using the BD ProbeTec ET GC assay
and culture and another amplified method. These studies show that for the majority of the time, GC MOTA values greater
than 2,000 will indicate the presence of N. gonorrhoeae. GC MOTA values less than 2,000 correlate with negative N.
gonorrhoeae culture results the majority of the time. GC positive results with MOTA values between 2,000 and 10,000

had a decreased likelihood of being true positive compared to results with MOTA values above 10,000. Refer to Figure 3
of the BD ProbeTec ET CT/GC Amplified DNA package insert for the distribution of GC MOTA values by specimen type
observed in the clinical study. The positive predictive value (PPV) for the data in these figures was calculated using the
following formula: True Positive/True Positive + False Positive. The data are not adjusted for prevalence. GC results between
2,000-10,000 MOTA had a PPV ranging from 44%—-75% compared to a PPV range of 90%—-100% for MOTA values above
10,000. Depending on the types of specimens tested, populations sampled, and laboratory practices, supplemental testing
for specimens with MOTA values between 2,000-10,000 may be useful. Refer to CDC guidelines for details on additional
testing and patient management after a positive screening test.

N. cinerea has been shown to cross-react in the BD ProbeTec ET GC assay and other Neisseria species may also cause
false positive results. In settings with a high prevalence of sexually transmitted disease, positive assay results have a high
likelihood of being truly positive. In settings with a low prevalence of sexually transmitted disease, or in any setting in which
a patient’s clinical signs and symptoms or risk factors are inconsistent with gonococcal urogenital infection, positive results
should be carefully assessed and the patient retested by other methods (e.g., culture for GC) if appropriate.

LIMITATIONS OF THE PROCEDURE

1. This method has been tested only with endocervical swabs, male urethral swabs, and male and female urine specimens.
Performance with other specimen types has not been assessed.

2. Optimal performance of the test requires adequate specimen collection and handling. Refer to the “Sample Collection
and Transport” sections of this insert.
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Endocervical specimen adequacy can only be assessed by microscopic visualization of columnar epithelial cells in

the specimens.

Collection and testing of urine specimens with the BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay is not
intended to replace cervical exam and endocervical sampling for diagnosis of urogenital infection. Cervicitis, urethritis,
urinary tract infections and vaginal infections may result from other causes or concurrent infections may occur.

The BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay for male and female urine testing should be
performed on first catch random urine specimens (defined as the first 15-20 mL of the urine stream when using neat
urine and the UPT). During the clinical evaluation, testing urine volumes up to 60 mL was included in the performance
estimates. Dilutional effects of larger urine volumes may result in reduced assay sensitivity. The effects of other variables
such as mid-stream collection have not been determined.

The effects of other potential variables such as vaginal discharge, use of tampons, douching, and specimen collection
variables have not been determined.

A negative test result does not exclude the possibility of infection because test results may be affected by improper
specimen collection, technical error, specimen mix-up, concurrent antibiotic therapy, or the number of organisms in the
specimen which may be below the sensitivity of the test.

As with many diagnostic tests, results from the BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay should
be interpreted in conjunction with other laboratory and clinical data available to the physician.

The BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay should not be used for the evaluation of suspected
sexual abuse or for other medico-legal indications. Additional testing is recommended in any circumstance when false
positive or false negative results could lead to adverse medical, social, or psychological consequences.

. The BD ProbeTec ET system cannot be used to assess therapeutic success or failure since nucleic acids from

Neisseria gonorrhoeae may persist following antimicrobial therapy.

. The BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay provides qualitative results. No correlation can be

drawn between the magnitude of MOTA score and the number of cells in an infected sample.

. The predictive value of an assay depends on the prevalence of the disease in any particular population. Refer to

the BD ProbeTec ET CT/GC Amplified DNA Assay package insert for hypothetical predictive values when testing
varied populations.

. Correct positioning of the microwell strips is important for final results reporting. Refer to the BD Viper Instrument User’s

Manual Addendum for correct microwell strip positioning.

. Use of the BD ProbeTec ET Neisseria gonorrhoeae Amplified DNA Assay is limited to personnel who have been trained

in the assay procedure and the BD ProbeTec ET system.

. In laboratory studies, blood > 5% (v/v) was shown to cause indeterminate (inhibitory) results in both urine and swab

specimens (with AC) and false negative results in urine specimens (with and without AC). Blood > 5% (v/v) may cause
false negative results in swab specimens (with and without AC). Specimens with moderate to gross blood may interfere
with BD ProbeTec ET GC Assay results. Refer to “Performance Characteristics” for specific performance of female swab
specimens with observed blood.

. The presence of highly pigmented substances in urine, such as bilirubin (10 mg/mL) and Phenazopyridine (10 mg/mL),

may cause indeterminate or false negative results.
Leukocytes in excess of 250,000 cells/mL (swab specimens) may cause indeterminate or false negative results.
The presence of serum, feminine deodorant sprays or talcum powder may cause false negative results (urine specimens).

The BD ProbeTec ET N. gonorrhoeae Amplified DNA Assays may cross-react with N. cinerea and N. lactamica. Refer
to “Performance Characteristics” for further information.

The reproducibility of the BD ProbeTec ET GC Assay was established using seeded swab specimens and seeded
buffer to simulate urine specimens. These specimens were inoculated with both C. trachomatis and N. gonorrhoeae.
Reproducibility when testing urine samples and samples with N. gonorrhoeae only has not been determined.

Performance characteristics for detecting N. gonorrhoeae in males are based on testing patients with infection rates

of 0-43%; the male populations sampled were primarily from STD clinics where the prevalence of GC is higher than

in other clinical settings. In males, 16 gonococcal infections were identified in the low prevalence setting (0-8%
prevalence). Likewise, the majority of females in the study with GC infections were from STD clinics. In females, only six
gonococcal infections were identified in the low prevalence setting (1.2% prevalence). Positive results in low prevalence
populations should be interpreted carefully in conjunction with clinical signs and symptoms, patient risk profile, and other
findings with the understanding that the likelihood of a false positive may be higher than a true positive.

Testing urine specimens from female patients as the sole test for identifying gonococcal infections may miss infected
individuals (11/80 or 13.8% of females with GC-positive cultures had negative results when urine only was tested) with
the BD ProbeTec ET GC Assay.

Because the AC uses GC target, the efficacy of the AC for detecting inhibition is reduced in GC infected samples. Refer
to “Performance Characteristics” for results with co-infected patients.

Performance has not been established for UPT fill volumes other than volumes falling within the black lines on the fill
window (approximately 2.5 mL to 3.45 mL).

UPT performance has not been established on BD Viper instruments that do not have onboard readers (Cat # 440740).



EXPECTED RESULTS: Refer to the BD Viper Instrument User’s Manual Addendum and the BD ProbeTec ET CT/GC
Amplified DNA Assay package insert for expected results.

PERFORMANCE CHARACTERISTICS: Refer to the BD Viper Instrument User’s Manual Addendum and the
BD ProbeTec ET CT/GC Amplified DNA Assay package insert for performance characteristics.

AVAILABILITY
The following BD ProbeTec ET products are also available:

CAT.NO. DESCRIPTION

220142 BD ProbeTec™ ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection
Kit for Endocervical Specimens, 100 units.

220143 BD ProbeTec™ ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection
Kit for Male Urethral Specimens, 100 units.

440451 BD ProbeTec™ ET CT/GC Control Set, 20 positive and 20 negative.

440452 BD ProbeTec™ ET CT/GC Diluent Tubes, 2 mL x 400.

440453 BD ProbeTec™ ET Diluent (CT/GC), 4 x 225 mL.

440455 BD ProbeTec™ ET Sample Tubes and Caps, 4 x 100.

440456 BD ProbeTec™ ET Caps, 4 x 100.

440461 BD ProbeTec™ ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Male
Urethral Specimen Collection and DRY TRANSPORT Kit, 1 x 100.

440476 BD ProbeTec™ ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Endocervical
Specimen Collection and DRY TRANSPORT Kit, 100 each.

440474 BD ProbeTec™ ET CT/AC Reagent Pack, 384 tests.

440928 BD ProbeTec™ Urine Preservative Transport Kit, 100/box.

The following strain is available from:

American Type Culture Collection (ATCC)

10801 University Boulevard

Manassas, VA 20110-2209, USA.

ATCC Strain # 19424 Neisseria gonorrhoeae
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Tenover F. C., and Yolken R. H.(ed.), Manual of Clinical Microbiology, 7th ed. American Society for Microbiology,
Washington, D.C.
2.Koneman, E. W., Allen, S. D., Janda, W. M., Schreckenberger, P. C., Winn, W. C., Jr. 1997. Neisseria Species and
Moraxella catarrhalis, p. 491-537. In Color Atlas and Textbook of Diagnostic Microbiology, 5th ed. Lippincott - Raven
Publishers, Philadelphia.
3.Walker, G. T., Frasier, M. S., Schram, J. L., Little, M. C., Nadeau, J. G., Malinowski, D. P. 1992. Strand Displacement
Amplification — an Isothermal, in vitro DNA Amplification Technique. Nucleic Acids Res. 20(7): 1691-1696.
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Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or www.bd.com.

10



J E

Manufacturer / Mpownasoguten / Vyrobce / Fabrikant / Hersteller / KataokeuaaoTrg / Fabricante / Tootja / Fabricant /
Proizvodac / Gyarté / Fabbricante / ATkapyLubl / Zﬂ:é?j. A| / Gamintojas / RaZotajs / Tilvirker / Producent / Producator /
MpoussoguTens / Vyrobca / Proizvodaé / Tillverkare / Uretici / Bupo6ruk / 4= 7=)

Use by / ManonasaiTe go / Spotfebujte do / Brug fer / Verwendbar bis / Xpfion éwg / Usar antes de / Kasutada enne / Date
de péremption / A}-& 7] &k / Upotrijebiti do / Felhasznalhatosag datuma / Usare entro / evtin nanpananyra / Naudokite iki /
Izlietot ITdz / Houdbaar tot / Brukes for / Stosowac¢ do / Prazo de validade / A se utiliza pana la / icnonb3osatb o / Pouzite
do / Upotrebiti do / Anvand fére / Son kullanma tarihi / Bukopuctatv aolline / 4 Fi # 1E H #

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

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

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

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

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

EEEE-MM-HH / EEEE-MM (MM = TéA0g Tou priva)

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

AAAA-KK-PP / AAAA-KK (KK = kuu I6pp)

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

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

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

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

HAKAK-AA-KK / HKACKIK-AA / (AA = aiifibiH COHpl)

YYYY-MM-DD/YYYY-MM(MM = ¢1'2)

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-Mmm-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 = HK)

Catalog number / Katanoxer Homep / Katalogové &islo / Katalognummer / ApiBuég katahdyou / Nimero de catélogo /
Katalooginumber / Numéro catalogue / Kataloski broj / Katalégusszam / Numero di catalogo / Katanor Hemipi / 7}& & 7L
5./ Katalogo / numeris / Kataloga numurs / Catalogus nummer / Numer katalogowy / Numér de catalog / Homep no
katanory / Katalégové &islo / Katalo$ki broj / Katalog numarasi / Homep 3a katanorom / H 35

Authorized Representative in the European Community / OTopuaupaH npeactasuten B EBponerickata obLyHocT /
Autorizovany zastupce pro Evropském spolecenstvi / Autoriseret repraesentant i De Europaeiske Fzellesskaber /
Autorisierter Vertreter in der Europaischen Gemeinschaft / E¢ouaiodotnuévog avtimpdéowTrog oTnv Eupwtraikr Koivotnta
/ Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa Néukogus / Représentant autorisé
pour la Communauté européenne / Autorizuirani predstavnik u Europskoj uniji / Meghatalmazott képvisel6 az Eurdpai
Koz6sségben / Rappresentante autorizzato nella Comunita Europea / EBpona kaybiMaacTbifbIHAAFbI YaKINeTTi ekin /
5 F5A<9 A Uk /|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 / YnonHomoueHHbI npeactaBuTens B EBponeiickom coobliecTse / Autorizovany zastupca

v Eurépskom spolo¢enstve / Autorizovano predstavnistvo u Evropskoj uniji / Auktoriserad representant i Europeiska
gemenskapen / Avrupa Toplulugu Yetkili Temsilcisi / YnoBHoBaxeHW npeacTaBHuK y kpaiHax €C / K A /A A2

In Vitro Diagnostic Medical Device / MeauumHcku ypeq, 3a AvmarHocTuka uH BuTpo / Lékarské zafizeni uréené pro
diagnostiku in vitro / In vitro diagnostisk medicinsk anordning / Medizinisches In-vitro-Diagnostikum / In vitro SiayvwoTikr
10TpIKA ouokeur) / Dispositivo médico para diagndstico in vitro / In vitro diagnostika meditsiiniaparatuur / Dispositif médical
de diagnostic in vitro / Medicinska pomagala za In Vitro Dijagnostiku / In vitro diagnosztikai orvosi eszkdz / Dispositivo
medicale per diagnostica in vitro / XXacanabl xarnanaa xypriseTiH MmeaumHanslk auarHoctuka acnabsl / In Vitro Diagnostic
9] & 7]7] / In vitro diagnostikos prietaisas / Medicinas ierices, ko lieto in vitro diagnostika / Medisch hulpmiddel voor in-
vitro diagnostiek / In vitro diagnostisk medisinsk utstyr / Urzadzenie medyczne do diagnostyki in vitro / Dispositivo médico
para diagndstico in vitro / Dispozitiv medical pentru diagnostic in vitro / MeanumnHckuii npubop ans amarHoctvky in vitro /
Medicinska pomdcka na diagnostiku in vitro / Medicinski uredaj za in vitro dijagnostiku / Medicinteknisk produkt for in vitro-
diagnostik / In Vitro Diyagnostik Tibbi Cihaz / Meauuruii npucTpiit Ana giarHocTuku in vitro / 7 SM2 I 27 % %

Temperature limitation / TemnepatypHu orpanHunyenus / Teplotni omezeni / Temperaturbegraensning /
Temperaturbegrenzung / Mepiopiopoi Oeppokpaciag / Limitacion de temperatura / Temperatuuri piirang / Limites de
température / Dozvoljena temperatura / Hémérsékleti hatar / Limiti di temperatura / TemnepatypaHbi wekTey /<%=
A&t / Laikymo temperatira / Temperatiras ierobezojumi / Temperatuurlimiet / Temperaturbegrensning / Ograniczenie
temperatury / Limites de temperatura / Limite de temperatura / OrpaHnyenune Temnepatypsl / Ohranicenie teploty /
Ograni¢enje temperature / Temperaturgrans / Sicaklik sinirlamasi / O6mexexHs Temnepatypm / i & [ i

Batch Code (Lot) / Kog Ha napTtuaata / Kod (Cislo) arze / Batch-kode (lot) / Batch-Code (Charge) / Kwdikdg TapTidag
(TrapTida) / Codigo de lote (lote) / Partii kood / Numéro de lot / Lot (kod) / Tétel szama (Lot) / Codice batch (lotto) / Tontama
kompb! / W] SLE(ZE) / Partijos numeris (LOT) / Partijas kods (laidiens) / Lot nummer / Batch-kode (parti) / Kod partii
(seria) / Cédigo do lote / Cod de serie (Lot) / Koa naptum (not) / Kod série (Sarza) / Kod serije / Partinummer (Lot) / Parti
Kodu (Lot) / Kog naprii / it5 CIEHt)

"



Indeholder tilstreekkeligt til <n> tests / Ausreichend fir <n> Tests / Mepiéxel emrapkn ToodTnTa yia <n> e&etdoelg / Contenido
suficiente para <n> pruebas / Kiillaldane <n> testide jaoks / Contenu suffisant pour <n> tests / Sadrzaj za <n> testova /
<n> teszthez elegendd / Contenuto sufficiente per <n> test / <n> TecTTepi ywwiH xeTkinikTi / <n> E| ~E 7} S523] E g4
/ Pakankamas kiekis atlikti <n> testy / Satur pietiekami <n> parbaudém / Inhoud voldoende voor “n” testen / Innholder
tilstrekkelig til <n> tester / Zawiera ilo$¢ wystarczajacag do <n> testéw / Contetido suficiente para <n> testes / Continut
suficient pentru <n> teste / [loctatouHo ans <n> Ttectos(a) / Obsah vystaci na <n> testov / Sadrzaj dovoljan za <n> testova
/ Innehaller tillrackligt fér <n> analyser / <n> test igin yeterli malzeme igerir / Buctaunts ans ananisis: <n>/ 24T <n>
Vgisall]

DE Consult Instructions for Use / Hanpasete cnpaska B MHCTpykuuuTe 3a ynotpeba / Prostudujte pokyny k pouZziti / Se
brugsanvisningen / Gebrauchsanweisung beachten / ZupBouAeuteite Tig 0dnyieg xpriong / Consultar las instrucciones
de uso / Lugeda kasutusjuhendit / Consulter la notice d’'emploi / Koristi upute za upotrebu / Olvassa el a hasznalati
utasitast / Consultare le istruzioni per I'uso / Manaanany HyckaynbiFbIMEH TaHbIChIN anbibid / AF8- 2] 3 32 / 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 akcnnyatauum / Pozri Pokyny na pouzivanie / Pogledajte uputstvo za upotrebu / Se bruksanvisningen / Kullanim
Talimatlar’'na basvurun / Que. iHCTpyKuUii 3 BukopucTaHHs / 152 [ i FH 1

® Do not reuse / He usnonaeavite otHoBo / Nepouzivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv

W Contains sufficient for <n> tests / CbabpxaHneTo e gocTaTbyHo 3a <n> Tecta / Dostate¢né mnozstvi pro <n> testu /

emmavaypnoipotroieite / No reutilizar / Mitte kasutada korduvalt / Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos
/ Non riutilizzare / NManpanan6ansia / A28 =4 / Tik vienkartiniam naudojimui / Nelietot atkartoti / Niet opnieuw gebruiken
/ Kun til engangsbruk / Nie stosowa¢ powtornie / Nao reutilize / Nu refolositi / He ncnoneaosats nostopHo / Nepouzivajte
opakovane / Ne upotrebljavajte ponovo / Far ej ateranvéandas / Tekrar kullanmayin / He BukopucToByBaT1 NoBTOpHO / 1#7]
HEMH

Serial number / CepueH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apibpodg / N° de serie /
Seerianumber / Numéro de série / Serijski broj / Sorozatszam / Numero di serie / Tontamansik Hemipi / & & W & / Serijos
numeris / Sérijas numurs / Serie nummer / Numer seryjny /Nimero de série / Numar de serie / CepuiiHbiii Homep / Seri
numarasi / Homep cepii / #4115

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 firr IVD-Leistungsbewertungszwecke / Mévo yia agioAdynon amédoong IVD /
Solo para la evaluacién del rendimiento en diagnostico in vitro / Ainult IVD seadme hindamiseks / Réservé a I'évaluation
des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizardlag in vitro diagnosztikahoz / Solo per
valutazione delle prestazioni IVD / XKacaHapl xaffaiaa «npobupka ilwinae», AuarHocTvkaaa Tek )XyMbICTbl Garanay yLuiH /
IVD 435 7}l s A1 vk A8 / 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 OLEHKM KayecTBa ANarHoCTUKI
in vitro / Ur€ené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering

av diagnostisk anvandning in vitro / Yalnizca IVD Performans degerlendirmesi igin / Tinbkv Ans ouiHIOBaHHS SKOCTi
niarHocTtuku in vitro / {UFR IVD PEBEVTAS

For US: “For Investigational Use Only”

Temperaturuntergrenze / Katwtepo 6pio Beppokpaaiag / Limite inferior de temperatura / Alumine temperatuuripiir / Limite
inférieure de température / Najniza dozvoljena temperatura / Alsé h6mérsékleti hatar / Limite inferiore di temperatura /
TemnepaTypaHblH TeMeHri pykcar weri / 313+ 1= / Zemiausia laikymo temperatira / Temperatiras zemaka robeza /
Laagste temperatuurlimiet / Nedre temperaturgrense / Dolna granica temperatury / Limite minimo de temperatura / Limita
minima de temperatura / HuwxHuin npenen temnepatypbl / Spodna hranica teploty / Donja granica temperature / Nedre
temperaturgrans / Sicaklik alt siniri / MinimansHa Temnepatypa / i /& B

Control / KontponHo / Kontrola / Kontrol / Kontrolle / Maptupag / Kontroll / Contréle / Controllo / Bakeinay / 71 E & /
Kontrolé / Kontrole / Controle / Controlo / KoHTtporns / kontroll / KonTtponb / X

H Lower limit of temperature / Jonen numut Ha Temnepatyparta / Dolni hranice teploty / Nedre temperaturgraense /

Positive control / MonoxwuTteneH koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©gTikég papTupag /
Control positivo / Positiivne kontroll / Contréle positif / Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH 6akbinay
| ¥/ ZAE = | Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola dodatnia / Controlo positivo / Control
pozitiv / MonoxuTensHbIi kKoHTpons / Pozitif kontrol / MoanTneHmin koHTponk / B % I i 751

Negative control / OtpuuareneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / ApvnTikdg paptupag
/ Control negativo / Negatiivne kontroll / Controle négatif / Negativna kontrola / Negativ kontroll / Controllo negativo /
Heratusrik 6aksinay / 4 71 EZ / Neigiama kontrolé / Negativa kontrole / Negatieve controle / Kontrola ujemna /
Controlo negativo / Control negativ / OTpuuarensHbiit koHTponb / Negatif kontrol / Heratueruin koHtpons / B % i 751

Method of sterilization: ethylene oxide / MeToa Ha cTepunusauus: etuneros okeua / Zplsob sterilizace: etylenoxid /
Steriliseringsmetode: ethylenoxid / Sterilisationsmethode: Ethylenoxid / MéBodog amooTeipwaong: ailBulevoteidio / Método
de esterilizacion: oxido de etileno / Steriliseerimismeetod: etlileenoksiid / Méthode de stérilisation : oxyde d’éthylene
1 Metoda sterilizacije: etilen oksid / Sterilizalas mddszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene /
Crepunusaums agici — atuneH Totbifbl / 2235 W o | 918 ALo] = / Sterilizavimo bidas: etileno oksidas / Sterilizé3anas
metode: etilénoksids / Gesteriliseerd met behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid / Metoda sterylizacji:
tlenek etylu / Método de esterilizagao: 6xido de etileno / Metoda de sterilizare: oxid de etilena / MeTop crepunusaumu:
atuneHokeua / Metdda sterilizacie: etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid /
Sterilizasyon yéntemi: etilen oksit / MeTog ctepunisauii: etuneHokenaom / K i Jiik: A Lk
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Method of sterilization: irradiation / Meton Ha ctepunusauus: npagvaums / Zpusob sterilizace: zafeni / Steriliseringsmetode:
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bestraling / Sterilisationsmethode: Bestrahlung / MéBodog amooTeipwang: aktivoBoAia / Método de esterilizacion:
irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation / Metoda sterilizacije: zracenje / Sterilizalas
mddszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusaums agici — cayne Tycipy / 2% 35

1AL / Sterilizavimo badas: radiacija / Sterilizésanas metode: apstaro3ana / Gesteriliseerd met behulp van bestraling /
Steriliseringsmetode: bestraling / Metoda sterylizacji: napromienianie / Método de esterilizag&o: irradiagdo / Metoda de
sterilizare: iradiere / MeTop ctepunusauuu: o6nyyenve / Metdda sterilizacie: oziarenie / Metoda sterilizacije: ozracavanje /
Steriliseringsmetod: stralning / Sterilizasyon yéntemi: irradyasyon / Metog ctepurnizauii: onpomiHeHHsm / K 7ik: Fabt
Biological Risks / Buonoruynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / BioAoyikoi kivduvor /

Riesgos biolégicos / Bioloogilised riskid / Risques biologiques / Bioloski rizik / Bioldgiailag veszélyes / Rischio biologico

| Bronorusnbik Toyekengep / 45314 913 / Biologinis pavojus / Biologiskie riski / Biologisch risico / Biologisk risiko /
Zagrozenia biologiczne / Perigo biolégico / Riscuri biologice / Brionoruyeckast onacHocTs / Biologické riziko / Biolo$ki rizici /
Biologisk risk / Biyolojik Riskler / Bionoriuna HeGeaneka / 44712 K [%:

Caution, consult accompanying documents / BHumaHue, HanpaseTe cnpaska B NpuapyxasaLuute AokymeHTv / Pozor!
Prostuduijte si pfilozenou dokumentaci! / Forsigtig, se ledsagende dokumenter / Achtung, Begleitdokumente beachten /
Mpoooxn, cupBouleuTeite Ta cUVOBEUTIKG Eyypaga / Precaucion, consultar la documentacion adjunta / Ettevaatust! Lugeda
kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenje, koristi prate¢u dokumentaciju /
Figyelem! Olvassa el a mellékelt tajékoztatot / Attenzione: consultare la documentazione allegata / AGaiinaHbi3, TWicTi
KyKaTTapMeH TaHbicbiHbId / -2, 5% A Al 2 / Démesio, Zidrékite pridedamus dokumentus / Piesardziba, skatit
pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon / Nalezy
zapoznac sie z dotgczonymi dokumentami / Cuidado, consulte a documentacéo fornecida / Atentie, consultati documentele
nsotitoare / BHumaHue: cm. npunaraemyto fokymentaumio / Vystraha, pozri sprievodné dokumenty / Paznja! Pogledajte
priloZzena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte verilen belgelere basvurun / YBara: guB.
CynyTHIO OKYMeHTaLito / /Ly, it 2 el B i SR

Upper limit of temperature / lopeH numuT Ha Temnepatypara / Horni hranice teploty / @vre temperaturgreense /
Temperaturobergrenze / Avidtepo 6pio Beppokpaciag / Limite superior de temperatura / Ulemine temperatuuripiir / Limite
supérieure de température / Gornja dozvoljena temperatura / Fels6 hdmérsékleti hatar / Limite superiore di temperatura

/ TemnepaTtypaHblH pyKcaT eTinreH xorapfbl weri / ¢+ == / Auk$ciausia laikymo temperatara / Aug3éja temperataras
robeza / Hoogste temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura
/ Limitd maxima de temperatura / BepxHuit npegen Temnepatypsl / Horna hranica teploty / Gornja granica temperature /
Ovre temperaturgrans / Sicaklik dst siniri / MakcumanbHa Temneparypa / i )8 1 i

Keep dry / MNasete cyxo / Skladujte v suchém prostfedi / Opbevares tert / Trocklagern / @uAdgre To oTeyvo / Mantener seco
/ Hoida kuivas / Conserver au sec / Drzati na suhom / Szaraz helyen tartandé / Tenere all’asciutto / Kyprak kyiinae ycra /
712 ¥ -4 / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tert / Przechowywaé w stanie suchym / Manter
seco / A se feri de umezeala / He gonyckate nonapanus snarv / Uchovavajte v suchu / Drzite na suvom mestu / Forvaras
torrt / Kuru bir sekilde muhafaza edin / Bepertv sig Bonor / i {75 -1

Collection time / Bpeme Ha cb6upane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa ouMoyrig / Hora de
recogida / Kogumisaeg / Heure de prélévement / Sati prikupljanja / Mintavétel id6pontja / Ora di raccolta / >KuHay yakbITbl /
T4 A2+ 1 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 / R4} (7]

Peel / O6enerte / Oteviete zde / Abn / Abziehen / ATrokoAAroTe / Desprender / Koorida / Décoller / Otvoriti skini / Hizza
le / Staccare / ¥cTiHri kabatbiH anbin Tacta / Bl 7] 7] / Plésti &ia / Atiimét / Schillen / Trekk av / Oderwac / Destacar / Se
dezlipeste / OtknewnTs / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitu / #i

Perforation / Mepdopauus / Perforace / Perforering / AiGtpnon / Perforacion / Perforatsioon / Perforacija / Perforalas /
Perforazione / Tecik Tecy / 2|41 / Perforacija / Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / Mepcopauus
| Perforacia / Perforasyon / Mepdopauis / %L

Do not use if package damaged / He usnonassaiite, ako onakoskata e nospeaeHa / Nepouzivejte, je-li obal poskozeny /

Ma ikke anvendes hvis emballagen er beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnaoipoTrolgite €dv n
ouokevaoia €xel utrooTei {nuid. / No usar si el paquete esta dafiado / Mitte kasutada, kui pakend on kahjustatud / Ne pas
I'utiliser si 'emballage est endommagé / Ne koristiti ako je oStec¢eno pakiranje / Ne haszndlja, ha a csomagolas sérilt /
Non usare se la confezione & danneggiata / Erep naket 6ysbinfan 6onca, nainganan6a / 3 71 2 7} =245 7 $- Ab8 34
/ 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 / Nao usar se a embalagem estiver
danificada / A nu se folosi daca pachetul este deteriorat / He ncnonbsosatb npu nospexaeHun ynakoskv / Nepouzivajte,
ak je obal poskodeny / Ne koristite ako je pakovanje oSte¢eno / Anvand ej om forpackningen ar skadad / Ambalaj hasar
gérmiisse kullanmayin / He BUKOpPMCTOBYBATM 3a MOLLKOMKEHOIT ynakosku / U AL fifsi, 52048

Keep away from heat / MNa3sete ot TonnuHa / Nevystavuijte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme
schiitzen / KpatfioTe 10 pakpid atmé 1n Beppdtnta / 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 / CankblH xepae cakta
| & ¥ 8l of §1 / Laikyti atokiau nuo Silumos $altiniy / Sargat no karstuma / Beschermen tegen warmte / M& ikke utsettes
for varme / Przechowywac z dala od zrédet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb /
Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far ej utsattas for varme / Isidan uzak tutun / Bepertu Big aii
Tenna / it &

Cut / Cpexete / Odstfihnéte / Klip / Schneiden / Kéyrte / Cortar / Loigata / Découper / Rezi / Vagja ki / Tagliare / KeciHia
/ 2} 7] [ Kirpti / Nogriezt / Knippen / Kutt / Odcig¢ / Cortar / Decupati / Otpesats / Odstrihnite / Iseci / Klipp / Kesme /
Pospisatu / B



@ ©®©c B

[d

Collection date / lata Ha cbbupare / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepopnvia cuAoyrig / Fecha
de recogida / Kogumiskuupaev / Date de prélevement / Dani prikupljanja / Mintavétel datuma / Data di raccolta / XXunaran
TisbekyHi / = @ / Paémimo data / Savak$anas datums / Verzameldatum / Dato prgvetaking / Data pobrania / Data
de colheita / Data colectarii / flata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / lata
3a6opy / KA H W

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

Keep away from light / Masete ot ceeTnuHa / Nevystavujte svétiu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatioTe
TO Hakpid ad To wg / 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 xepae ycra / B8 3] o} 3} / Laikyti atokiau
nuo $ilumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywac z dala od
zrédet Swiatta / 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 / 15t 2562k

Hydrogen gas generated / O6pasysaH e Bogopoz ra3 / Moznost tniku plynného vodiku / Frembringer hydrogengas /
Wasserstoffgas erzeugt / Anpioupyia agpiou udpoyodvou / Produccion de gas de hidrégeno / Vesinikgaasi tekitatud / Produit
de I'hydrogene gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione di gas idrogeno / lastekrec cyTeri
nanpa 6onabl / 54 7k~ A3 % [ 18skiria vandenilio dujas / Rodas Gdenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgéo de gas de hidrogénio / Generare gaz de hidrogen / Beigenenve
Boaopoaa / Vyrobené pouzitim vodika / Oslobada se vodonik / Genererad véatgas / Agiga gikan hidrojen gazi / Peakuis 3
BUAINEHHSIM BoaHIo / 2372 A4/

Patient ID number / U] Homep Ha nauuenTa / ID pacienta / Patientens ID-nummer / Patienten-1D / ApiBu6g avayvwpiong
aoBevoug / Numero de ID del paciente / Patsiendi ID / No d’identification du patient / Identifikacijski broj pacijenta / Beteg
azonositd szama / Numero ID paziente / MauneHTTiK naeHTudmkaumansik Hemipi / -4} 1D ¥ % / Paciento identifikavimo
numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Numero
da ID do doente / Numar ID pacient / UaeHTudpukaumorHsii Homep nauvenTa / Identifikacné ¢islo pacienta / ID broj
pacijenta / Patientnummer / Hasta kimlik numarasi / lgeHtudikatop naujeqta / 4 F7iH5

Fragile, Handle with Care / YynnuBo, PaGoteTe ¢ HeobxoanmoTo BHMMaHue. / Kfehké. Pii manipulaci postupujte opatrné.
/ Forsigtig, kan ga i stykker. / Zerbrechlich, vorsichtig handhaben. / EGB8paucTo. XeipioTeite 10 pe rpoooyn. / Fragil.
Manipular con cuidado. / Orn, késitsege ettevaatlikult. / Fragile. Manipuler avec précaution. / Lomljivo, rukujte paZljivo. /
Térékeny! Ovatosan kezelendé. / Fragile, maneggiare con cura. / CbiHfbill, abainan nanpanaHbibis. / =4 7§41 7] 41$
=] / Trapu, elkités atsargiai. / Trausls; rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig.
/ Krucha zawarto$¢, przenosi¢ ostroznie. / Fragil, Manuseie com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe!
ObpaLiatbes ¢ ocTopokHocThi0. / Krehké, vyZaduje sa opatrna manipulécia. / Lomljivo - rukujte pazljivo. / Brackligt.
Hantera férsiktigt. / Kolay Kirilir, Dikkatli Tagiyin. / TeHaiTHa, 3septatucs 3 obepesxHicTio / 51, /NG
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