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For use with the BD MAX System 2019-05
English

25°

2°C CE Rxonly

Contact your local BD representative for instructions. / CBbpxeTte ce ¢ mecTHus npeacrtasuten Ha BD 3a uHcTpykauu.

| Pokyny vam poskytne mistni zastupce spole¢nosti BD. / Kontakt den lokale BD reprasentant for at fa instruktioner. /
Die Packungsbeilage erhalten Sie bei Ihrer ortlichen BD-Vertretung. / Péngase en contacto con su representante local

de BD para instrucciones. / Contacter le représentant local de BD pour les instructions. / ETTIKOIVWVAOTE Y€ TOV TOTTIKO
avTirpéowrtro 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 képviseletétol. / Rivolgersi al rappresentante BD di zona per istruzioni. / Hyckaynap yuiH xeprinikTi

BD ekinimeH xabapnacblHbI3. / Lai sanemtu noradijumus, sazinieties ar vietéjo BD parstavi. / 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 si¢ z lokalnym
przedstawicielstwem BD. / Contacte o representante local da BD para instrugées. / Pentru instructiuni, contactati
reprezentantul local BD. / [ins nony4eHus ykasaHui obpaTtutecb K MeCTHOMY npepctasuTtento komnauum BD. / Instrukcie
ziskate u miestneho zastupcu spolo¢nosti BD. / Obratite se svom lokalnom predstavniku kompanije BD za uputstva. /
Kontakta narmaste BD-representant for anvisningar. / Talimatlar icin yerel BD temsilcinizle temasa gecin. / 3a iHcTpyKuisasmu
3BEpPHITLCA A0 MicLeBOro npeAcraBHMKa Komnadii BD.

INTENDED USE

The BD MAX UVE Specimen Collection Kit is intended to be used in clinical settings according to the instructions provided for
collection and transport of vaginal and endocervical swab specimens, in addition to the preservation of urine from males and
females. This transport system is used for testing with the BD MAX products.

SUMMARY AND EXPLANATION OF THE PROCEDURE

The BD MAX UVE Specimen Collection Kit consists of a BD MAX Specimen Collection Swab, a graduated transfer pipette and a
BD MAX UVE Sample Buffer Tube. The BD MAX Specimen Collection Swab is a sterile polyester swab with a shaft that is scored
for breaking. After collection of a vaginal or endocervical specimen, the swab is placed into the BD MAX UVE Sample Buffer Tube
and broken at the score mark. For urine specimens, a sample of urine is transferred directly into the BD MAX UVE Sample Buffer
Tube using the graduated transfer pipette.

REAGENTS AND MATERIALS

REF Contents Quantity
BD MAX™ Specimen Collection Swab
Sterile polyester fiber-tipped collection swab with a scored shaft

BD MAX™ UVE Sample Buffer Tube
Buffer contains approximately 1.5 mL of potassium phosphate, ethylenediaminetetraacetic acid
(EDTA), Tween* 20 and Proclin*

Graduated Transfer Pipette

443376 100 per box

EQUIPMENT AND MATERIALS REQUIRED BUT NOT PROVIDED
»  Sterile, plastic, preservative-free urine collection cup
» Disposable gloves



WARNINGS AND PRECAUTIONS

The BD MAX UVE Specimen Collection Kit is for in vitro Diagnostic Use.

Refer to specific BD MAX assay package inserts for determination of appropriate collection type(s).

The BD MAX UVE Specimen Collection Kit is for single use only. Reuse may cause a risk of infection and/or inaccurate results.
The BD MAX UVE Specimen Collection Kit has not been validated for specimens collected by patients at home.

If the BD MAX UVE Specimen Collection Kit is used for self-collected vaginal swab specimens, the patient should only be
provided with the BD MAX UVE Specimen Collection Swab. Transfer into the BD MAX UVE Sample Buffer Tube should be
performed by qualified personnel.

The BD MAX CT/GC/TV and BD MAX CT/GC assays have been tested with self-collected vaginal specimens. Vaginal
swabs, other than the BD MAX Specimen Collection Swab, have not been evaluated with the BD MAX CT/GC/TV and
BD MAX CT/GC assays.

The collection of vaginal swab specimens from asymptomatic patients with the BD MAX UVE Specimen Collection Kit for use
with the BD MAX Vaginal Panel has not been evaluated.

Do not pre-warm samples to be tested with the BD MAX Vaginal Panel.

Do not freeze specimens to be tested with the BD MAX Vaginal Panel.

Do not pre-wet the swab with the BD MAX UVE Sample Buffer prior to collection.

Do not use expired reagents and/or materials.

Do not use swabs if the sheaths are open or broken.

Optimal performance of the BD MAX assays requires proper specimen collection, handling and transport.

Always handle specimens as if they are infectious and in accordance with safe laboratory procedures such as those described
in CLSI Document M29" and in Biosafety in Microbiological and Biomedical Laboratories.?

Proper labeling should accompany each specimen to the laboratory.

Take care when handling specimens to avoid cross-contamination. Specimens can contain high levels of organisms. If gloves
come into contact with the specimen, change them immediately to avoid contamination.

When breaking the shaft of the swab, take care to avoid splashing of the contents or contamination of the BD MAX UVE Sample
Buffer Tube.

Wear protective clothing and disposable gloves while handling all reagents.

Do not pipette by mouth.

Do not smoke, drink, chew or eat in areas where specimens or kit reagents are being handled.

Dispose of unused reagents and waste in accordance with local, state, provincial, and/or federal regulations.

Sample collection is a critical step for obtaining reliable assay results. Following the specimen collection instructions accurately is
key to assay performance. Personnel collecting specimens for transport with this system should be trained on these instructions.

LIMITATIONS OF THE PROCEDURE

Lubricants or other products containing substances such as carbomers, can increase the non-reportable rate obtained with BD MAX
Vaginal Panel and BD MAX CT/GC/TV or BD MAX CT/GC assays.

STORAGE AND STABILITY
Specimens collected for use with the BD MAX CT/GC/TV and BD MAX CT/GC assays

Urine:
First void urine specimens must be transferred from the collection cup to the BD MAX UVE Sample Buffer Tube immediately
(preferred) or within 4 hours of collection when kept at 2—-30 °C or within 24 hours of collection when stored at 2-8 °C.

Endocervical and vaginal swab specimens:

The collected swabs must be transferred immediately (preferred) or within two hours after collection to the BD MAX UVE
Sample Buffer Tube when kept at 2-30 °C.

Urine and swab specimens in BD MAX UVE Sample Buffer Tubes should be kept between -20 °C and 30 °C during transport and
can be stored for up to 5 days at 2—30 °C or 30 days at -20 °C prior to pre-warm. Protect against exposure to excessive heat.

Specimens collected for use with the BD MAX Vaginal Panel

Vaginal swab specimens:

The collected swabs must be transferred immediately (preferred) or within two hours after collection to the BD MAX UVE
Sample Buffer Tube when kept at 2-30 °C. Samples in BD MAX UVE Sample Buffer Tubes should be kept between 2 °C
and 30 °C during transport and can be stored for up to 8 days at 2-30 °C or 14 days at 2—-8 °C. Protect against exposure to
excessive heat.



Refer to Table 1 for storage and stability requirements relative to transport to the testing laboratory.

Table 1: Specimen Stability

Transport and/or Storage

q Prior to Transfer into BD MAX UVE In BD MAX UVE Sample Buffer Tube
Specimen Type Sample Buffer Tube prior to Pre-warm or Testing

2-30 °C 2-8°C 2-30 °C 2-8°C -20 °C

Urine 4 hours 24 hours 5 days 30 days

Vaginal/Endocervical Swab Collected for
BD MAX CT/GC/TV or BD MAX CT/GC assays 2 hours 5 days 30 days
(requiring pre-warm)

Vaginal Swab Collected for BD MAX Vaginal Panel

(not requiring pre-warm) 2 hours 8 days 14 days

SPECIMEN COLLECTION AND TRANSPORT

Endocervical Swab Specimen Collection Procedure

NOTE: Endocervical swab specimens must be transferred to the BD MAX UVE Sample Buffer Tube within 2 hours
of collection.

1. Remove the sterile swab from its sheath, taking care not to contaminate the tip or shaft. If the swab tip is touched or if the swab
is laid down, discard it and use a new collection kit. Check for presence of the swab tip. If the swab has no tip, discard it and
request a new BD MAX UVE Specimen Collection Swab.

2. Holding the swab by the white cap, insert it into the cervical canal and rotate for 15-30 s.
Withdraw the swab carefully, avoiding contact with the vaginal mucosa.

4. Uncap the BD MAX UVE Sample Buffer Tube and fully insert the swab into the tube so that the tip is at the bottom
(refer to Figure 1).

5. Grasping the swab by the cap, carefully break the swab shaft at the score mark. Use caution to avoid splashing or
contamination of the tube contents.

6. Tighten the cap securely on the BD MAX UVE Sample Buffer Tube. In the event that the swab is too long to allow closing the
tube securely, perform specimen collection again using a new swab.

7. Label the BD MAX UVE Sample Buffer Tube with patient information and date/time collected.
NOTE: Be careful not to obscure the barcodes on the tube.

8. Use the viewing window on the BD MAX UVE Sample Buffer Tube label to ensure the swab specimen was added to the tube.
9. Transport to the testing laboratory following the storage and stability requirements above.

w

Self-Collected Vaginal Swab Specimen Collection Procedure

NOTE: Ensure that the patient reads and understands the Self Collection Instructions before providing them with the
BD MAX UVE Specimen Collection Swab.

Patient Instructions

1. Wash hands with soap and water. Rinse and dry.

2. ltis important to maintain a comfortable balance during the collection procedure.

3. Remove the sterile swab from its sheath, taking care not to contaminate the tip or shaft. Do not lay the swab down on
any surface. If you touch the swab tip or if the swab is laid down, discard it and request a new BD MAX UVE Specimen
Collection Swab. Check for presence of the swab tip. If the swab has no tip, discard it and request a new BD MAX UVE
Specimen Collection Swab.

4. Hold the swab by the white cap in one hand so that the swab tip is pointing toward you.

5. With your other hand, gently spread the skin outside the vagina. Insert the tip of the swab into the vaginal opening. Point the tip
toward your lower back and relax your muscles.

6. Gently slide the swab no more than 2 inches into the vagina. If the swab does not slide easily, gently rotate the swab as you
push. If it is still difficult, do not attempt to continue. Make sure the swab touches the walls of the vagina so that moisture is
absorbed by the swab.

7. Rotate the swab for 10-15 s.

8. Withdraw the swab without touching the skin.

9. Replace the swab in its sheath and cap securely.

10. After collection, wash hands with soap and water, rinse and dry.

11. Return the swab in its sheath to the nurse or clinician as instructed.



Clinician Instructions

NOTE: Self-collected vaginal swab specimens must be transferred from the swab sheath to the BD MAX UVE Sample

Buffer Tube immediately (preferred) or within 2 hours of collection.

NOTE: Refer to Figure 1 for a summary of the swab specimen transfer workflow.

1. Uncap the BD MAX UVE Sample Buffer Tube and fully insert the swab (removed from its sheath) into the tube so that the
tip is at the bottom.

2. Grasping the swab by the cap, carefully break the swab shaft at the score mark. Use caution to avoid splashing or
contamination of the tube contents.

3. Tighten the cap securely on the BD MAX UVE Sample Buffer Tube. In the event that the swab shaft is too long to allow closing
the tube securely, request the collection of a new specimen using a new swab.

4. Label the BD MAX UVE Sample Buffer Tube with patient information and date/time collected.
NOTE: Be careful not to obscure the barcodes on the tube.

5. Use the viewing window on the BD MAX UVE Sample Buffer Tube label to ensure the swab specimen was added to the tube.
6. Transport to the testing laboratory following the storage and stability requirements above.

Figure 1: Transfer of Swab Specimens to the BD MAX UVE Sample Buffer Tube

1. Fully insert the swab into the tube so 2. Carefully break the shaft at the
that the tip is at the bottom. score mark.

3. Tightly re-cap the tube. 4. Label tube with patient information.



Clinician Collected Vaginal Swab Specimen Collection Procedure

Clinician Instructions

1. Remove the sterile swab from its sheath, taking care not to contaminate the tip or shaft. Do not lay the swab down on any
surface. If the swab tip is touched or if the swab is laid down, discard it and use a new collection kit. Check for presence of the
swab tip. If the swab has no tip, discard it and request a new BD MAX UVE Specimen Collection Swab.

2. Hold the swab by the white cap.

3. Gently slide the swab no more than 2 inches into the vagina. If the swab does not slide easily, gently rotate the swab while it is
pushed. Make sure the swab touches the walls of the vagina so that moisture is absorbed by the swab.

4. Rotate the swab for 10-15 s.
5. Withdraw the swab without touching the skin.

6. Uncap the BD MAX UVE Sample Buffer Tube and fully insert the swab into the tube so that the tip is at the bottom
(refer to Figure 1).

7. Grasping the swab by the cap, carefully break the swab shaft at the score mark. Use caution to avoid splashing of the tube contents.

8. Tighten the cap securely on the BD MAX UVE Sample Buffer Tube. In the event that the swab shaft is too long to allow closing
the tube securely, perform specimen collection again using a new swab.

9. Label the BD MAX UVE Sample Buffer Tube with patient information and date/time collected.
Note: Be careful not to obscure the barcodes on the tube.

10. Use the viewing window on the BD MAX UVE Sample Buffer Tube label to ensure the swab specimen was added to the tube.
11. Transport to the testing laboratory following the storage and stability requirements above.

Urine Specimen Collection Procedure

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

3. The patient should collect the first 20-60 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.
Transfer of Urine Specimen to the BD MAX UVE Sample Buffer Tube

NOTE: Urine should be transferred from the collection cup to the BD MAX UVE Sample Buffer Tube within 4 hours of
collection if kept at 2-30 °C or within 24 hours of collection when stored at 2-8 °C.

1. Uncap the BD MAX UVE Sample Buffer Tube. Use the graduated transfer pipette to mix the urine specimen gently in the
collection cup and transfer approximately 1 mL into the BD MAX UVE Sample Buffer Tube.
NOTE: Use the graduations on the transfer pipette as a guide. Do not overfill or underfill the tube.

2. Discard the transfer pipette in a biohazard waste container.
NOTE: The transfer pipette is intended for use with a single specimen.

3. Tighten the cap securely on the BD MAX UVE Sample Buffer Tube.
4. Invert the BD MAX UVE Sample Buffer Tube 3—4 times to ensure that the specimen and reagent are well mixed.

5. Label the BD MAX UVE Sample Buffer Tube with the patient identification and date/time collected.
NOTE: Be careful not to obscure the barcodes on the tube.

6. Use the viewing window on the BD MAX UVE Sample Buffer Tube label to ensure urine specimen was added to the tube.
7. Transport to the testing laboratory following the storage and stability requirements above.

REFERENCES

1. Clinical Laboratory Standards Institute. Protection of laboratory workers from occupationally acquired infections; Approved
Guideline — Document M29 (refer to the latest edition).

2. Centers for Disease Control and Prevention, and National Institutes of Health. Biosafety in microbiological and biomedical
laboratories. Chosewood L.C. and Wislon D.E. (eds) (2009). HHS Publication No. (CDC) 21-1112.



Change History

| Date | Change Summ
2018-05 Corrected wording in Intended Use section.
2019-02 Updated sample collection statement in Warnings and Precautions section.
2019-05 Corrected typographical error - no content affected.
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utasitast / Consultare le istruzioni per I'uso / MaiaanaHy HyckaynbifbIMEH TaHbichin anbiHplad / AH-8- % 31 3k / Skaitykite naudojimo instrukcijas / Skatit lietodanas pamacibu

/ Raadpleeg de gebruiksaanwijzing / Se i bruksanvisningen / Zobacz instrukcja uzytkowania / Consultar as instrugdes de utilizagdo / Consultati instructiunile de utilizare / Cm.
pykoBoACTBO no akcnnyatauum / Pozri Pokyny na pouZzivanie / Pogledajte uputstvo za upotrebu / Se bruksanvisningen / Kullanim Talimatlari’na bagvurun / uB. iHCTpyKLUii 3
BUKOPUCTaHHS / 152 ] 1 FH 15t 1

Do not reuse / He nanonseante otHoBo / NepouzZivejte opakované / Ikke til genbrug / Nicht wiederverwenden / Mnv emavaypnoipotroigite / No reutilizar / Mitte kasutada korduvalt

/ Ne pas réutiliser / Ne koristiti ponovo / Egyszer hasznalatos / Non riutilizzare / Naitnanan6aupia / | A} 4] / Tik vienkartiniam naudojimui / Nelietot atkartoti / Niet opnieuw
gebruiken / Kun til engangsbruk / Nie stosowa¢ powtornie / N&o reutilize / Nu refolositi / He ncnonb3sosats nostopHo / NepouZzivajte opakovane / Ne upotrebljavajte ponovo / Far ej
ateranvéndas / Tekrar kullanmayin / He BukopucTtosysaTti nosTopHo / i %) # 4 fii

Serial number / CepneH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakog apiBuodg / N° de serie / Seerianumber / Numéro de série / Serijski broj / Sorozatszam /
Numero di serie / Tontamarsik Hemipi / ¢ & W15 / Serijos numeris / Sérijas numurs / Serie nummer / Numer seryjny /Nimero de série / Numar de serie / CepuitHblit Homep / Seri
numarasi / Homep cepii / 5515
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For IVD Performance evaluation only / Camo 3a oLeHka ka4ecTBoTo Ha pa6ota Ha IVD / Pouze pro vyhodnoceni vykonu IVD / Kun til evaluering af IVD ydelse / Nur fir [VD-
Leistungsbewertungszwecke / Mévo yia agioAdynon amédoang IVD / Sélo para la evaluacion del rendimiento en diagndstico in vitro / Ainult IVD seadme hindamiseks / Réservé a
I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikahoz / Solo per valutazione delle prestazioni IVD / XKacaHap!
Xaffara «npobupka iiHge»,aMarHocTkaaa Tek kymbicTbl Baranay ywi / IVD /35 s 7)ol o sl A v+ 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 avaliagéo de IVD /
Numai pentru evaluarea performantei IVD / Tonbko Ans oueHku kadecTBa anarHocTuku in vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici /
Endast fér utvérdering av diagnostisk anvandning in vitro / Yalnizca IVD Performans degerlendirmesi igin / Tinbku 4ns ouiHioBaHHs sIKOCTi giarHocTvku in vitro / { [ IVD PEREEfl

For US: “For Investigational Use Only”

Lower limit of temperature / lonen numut Ha Temnepartypata / Dolni hranice teploty / Nedre temperaturgreense / Temperaturuntergrenze / Kartwrepo 6pio 8eppokpaaiag / Limite
inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / Najniza dozvoljena temperatura / Alsé hémérsékleti hatar / Limite inferiore di temperatura /
TemnepaTypaHbIH TeMeHri pykcart weri / 313+ = / Zemiausia laikymo temperatira / Temperatiiras zemaka robeza /Laagste temperatuurlimiet / Nedre temperaturgrense / Dolna
granica temperatury / Limite minimo de temperatura / Limitd minima de temperatura / HuwxHuit npeaen temnepartypsl / Spodna hranica teploty / Donja granica temperature / Nedre
temperaturgrans / Sicaklik alt siniri / MivimansHa Temnepatypa / i TR

Control / Kontpon+o / Kontrola / Kontrol / Kontrolle / M&ptupag / Kontroll / Contréle / Controllo / Bakbinay / 71 =& / Kontrolé / Kontrole / Controle / Controlo / KonTpons / kontroll /
KoHTpons / %} 1§

Positive control / MonoxuTenex koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / ©€Tikég pdptupag / Control positivo / Positiivne kontroll / Contréle positif /
Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH Gakbinay / ¥4 %1 =% / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola dodatnia / Controlo positivo
/ Control pozitiv / MonoxuTenbHbIi KoHTporns / Pozitif kontrol / MoautusHuMi koHTpors / 4 X i i

Negative control / OtpuuateneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / Apvntikdg pdptupag / Control negativo / Negatiivne kontroll / Contréle négatif
/ Negativna kontrola / Negativ kontroll / Controllo negativo / HeratusTik 6aksinay / £4 Z1 =% / Neigiama kontrolé / Negativa kontrole / Negatieve controle / Kontrola ujemna /
Controlo negativo / Control negativ / OTpuuatensHbiit koHTpons / Negatif kontrol / Heratneruii kontpons / [ 5%} 18 177

Method of sterilization: ethylene oxide / MeToa Ha cTepunusaums: eTuneHos okeug / Zplsob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid / Sterilisationsmethode:
Ethylenoxid / MéBodog amooTeipwang: aiBulevogeidio / Método de esterilizacion: 6xido de etileno / Steriliseerimismeetod: etlileenoksiid / Méthode de stérilisation : oxyde
d’éthyléne / Metoda sterilizacije: etilen oksid / Sterilizalas modszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene / Ctepunusauus agici — aTuneH ToTbifbl / A5 W
ol & @l % Alo] = / Sterilizavimo biidas: etileno oksidas / Sterilizé$anas metode: etilenoksids / Gesteriliseerd met behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid

/ Metoda sterylizacji: tlenek etylu / Método de esterilizagéo: 6xido de etileno / Metoda de sterilizare: oxid de etilend / Metog ctepunuaaumm: atuneHokens / Metoda sterilizacie:
etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon yéntemi: etilen oksit / Metoa ctepunisauii: etuneHokenaom / Ki# 77 ik: M Lk

Method of sterilization: irradiation / MeToa Ha ctepunusauus: upaguauus / Zplsob sterilizace: zareni / Steriliseringsmetode: bestraling / Sterilisationsmethode: Bestrahlung /
MéBodog amooTeipwaong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation / Metoda sterilizacije: zracenje /
Sterilizalas modszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus agici — ceyne Tycipy / 225 W WA} / Sterilizavimo bidas: radiacija / Sterilizé$anas
metode: apstaro$ana / Gesteriliseerd met behulp van bestraling / Steriliseringsmetode: bestraling / Metoda sterylizacji: napromienianie / Método de esterilizagao: irradiagéo /
Metoda de sterilizare: iradiere / MeTtop ctepunusauuu: obnyyeHue / Metoda sterilizacie: oziarenie / Metoda sterilizacije: ozracavanje / Steriliseringsmetod: stralning / Sterilizasyon
yontemi: irradyasyon / MeTog cTepunisallii: onpomiHeHHsM / K i /i i

Biological Risks / Buonoru4nu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / Biohoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid / Risques biologiques /
Bioloki rizik / Bioldgiailag veszélyes / Rischio biologico / Buonorusnsik Tayekenaep / A+ 314 9131 / Biologinis pavojus / Biologiskie riski / Biologisch risico / Biologisk risiko /
Zagrozenia biologiczne / Perigo biolégico / Riscuri biologice / Buonoruyeckas onacHocTs / Biologické riziko / Bioloski rizici / Biologisk risk / Biyolojik Riskler / BionoriuHa HeGe3neka
JEYE NS

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

se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpoooxn, cupBoulcuteite Ta cuvodeUTIKG €yypaga / Precaucion, consultar la documentacion adjunta /
Ettevaatust! Lugeda kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenje, koristi pratec¢u dokumentaciju / Figyelem! Olvassa el a mellékelt
tajékoztatot / Attenzione: consultare la documentazione allegata / AGainaHls, TMICTi KykaTTapMeH TaHbiCbiHbI3 / 5-2], 585 A4 3% / Démesio, ZiGrékite pridedamus
dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon / Nalezy zapoznac sig z dotgczonymi
dokumentami / Cuidado, consulte a documentagao fornecida / Atentie, consultati documentele insotitoare / BHumaHue: cM. npunaraemyto aokymentaumio / Vystraha, pozri
sprievodné dokumenty / Paznja! Pogledajte priloZena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte verilen belgelere bagvurun / Yeara: avs. cynyTHio
nokymeHTauiio / /iy, 1S [ A SCRY .

Upper limit of temperature / FopeH numuT Ha Temnepatypata / Horni hranice teploty / @vre temperaturgraense / Temperaturobergrenze / AviTepo 6plo Beppokpaaciag / Limite
superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hdmérsékleti hatar / Limite superiore di
temperatura / TemnepaTtypaHblH pyKcaT eTinreH xoraprbl weri / %3 &= / Auk$ciausia laikymo temperatira / Aug$éja temperatiras robeza / Hoogste temperatuurlimiet / @vre
temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limita maxima de temperatura / BepxHuit npenen tTemnepatypsl / Horna hranica teploty / Gornja
granica temperature / Ovre temperaturgrans / Sicaklik Ust siniri / MakcumansHa Temnepatypa / i /% F R

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

| Széraz helyen tartandé / Tenere all'asciutto / Kyprak kyitiHae ycrta / 213 418 %] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tart / Przechowywaé w stanie
suchym / Manter seco / A se feri de umezeala / He gonyckats nonaganus snaru / Uchovavajte v suchu / Drzite na suvom mestu / Férvaras torrt / Kuru bir sekilde muhafaza edin /
BeperTu Big Bonorvt / 1 R R 15

Collection time / Bpeme Ha cbbupane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa ouhoyrig / Hora de recogida / Kogumisaeg / Heure de prélévement / Sati
prikupljanja / Mintavétel idépontja / Ora di raccolta / XKunay yaksitsl / <=3 A] 7} / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid prevetaking / Godzina pobrania / Hora de
colheita / Ora colectérii / Bpemsi c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac 3a6opy / %420 [7]

Peel / O6enere / Oteviete zde / Abn / Abziehen / ATrokoAAfoTe / Desprender / Koorida / Décoller / Otvoriti skini / Huzza le / Staccare / ¥cTiuri kabaTbiH anbin Tacta / 7] 7] / Plesti
&ia / AtiTimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / OtknenTts / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitu / i

Perforation / Mepdopaums / Perforace / Perforering / Aiarpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / %4 3|41 / Perforacija / Perforacija /
Perforatie / Perforacja / Perfuragdo / Perforare / Mepdopauus / Perforacia / Perforasyon / Mepdopauist / % fL

Do not use if package damaged / He nanonseaiite, ako onakoBkata e nopeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er beskadiget / Inhal
beschadigter Packungnicht verwenden / Mn xpnoipotroigite edv n ouokeuaoia €xel utroaTei {nuid. / No usar si el paquete esta dafiado / Mitte kasutada, kui pakend on kahjustatud
/ Ne pas ['utiliser si I'emballage est endommagé / Ne koristiti ako je o$te¢eno pakiranje / Ne hasznalja, ha a csomagolas sériilt / Non usare se la confezione & danneggiata

| Erep naket 6yabinfaH 6onca, naipanan6a / 371 2| 7} =45l 2 $- A& 4] / 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 ucnons3sosats npu nospexaexuu ynakosku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oStec¢eno / Anvand ej om
férpackningen ar skadad / Ambalaj hasar gérmiigse kullanmayin / He BUkopuCTOBYBaTH 3@ NOLIKOAXKEHOT ynakosku / USRI, 1520 i1

Keep away from heat / Masete ot TonnuHa / Nevystavuijte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpatrjoTe To pakpid amé 1 8eppédtnta / Mantener
alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtdl / Tenere lontano dal calore / CankbiH xepae cakta

1 A& F)al|oF g / Laikyti atokiau nuo Silumos Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Ma 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 e] utséattas for varme / Isidan uzak tutun / Bepertv Big
Aii Tenna / it B AR

Cut / Cpexere / Odstfihnéte / Klip / Schneiden / Kéyrte / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecinia / 2-2}] 7] / Kirpti / Nogriezt / Knippen / Kutt / Odcigé /
Cortar / Decupati / Otpesats / Odstrihnite / Isec¢i / Klipp / Kesme / Poapisatu / 5]

Collection date / Jata Ha cbbupaHe / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepopnvia culoyrig / Fecha de recogida / Kogumiskuupéev / Date de prélévement /
Dani prikupljanja / Mintavétel datuma / Data di raccolta / XXunaraH TisGekyHi / 53] ‘&% / Paémimo data / Savaks$anas datums / Verzameldatum / Dato prevetaking / Data pobrania
/ Data de colheita / Data colectarii / flata cGopa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / Aata 3a6opy / &4 H 1]

pl/test / pL/tect / pLiTest / pLi/e€étaon / pLiprueba / pliteszt / pL/E| 2~ E [ mkn/tect / pLityrimas / pL/parbaude / ulL/teste / mxkn/anania / 1L/l

Keep away from light / MaseTe ot cBetnnHa / Nevystavuijte svétlu / Ma ikke udsaettes for lys / Vor Licht schiitzen / KparfioTe 1o pakpid amméd 1o ewg / Mantener alejado de la luz /
Hoida eemal valgusest / Conserver a l'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHfbinarfaH xepge ycra / 812 v} ajof g/

Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywac¢ z dala od zrédet $wiatta / Manter ao abri
Feriti de lumin& / XpaHuTs B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas for ljus / Isiktan uzak tutun / BeperTu Big 4ii ceitna / i
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Hydrogen gas generated / O6pasysaH e Bogopopa ras / Moznost Uniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou udpoydvou /
Produccién de gas de hidrégeno / Vesinikgaasi tekitatud / Produit de 'hydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione di gas idrogeno / lastektec
cyTeri nainga 6onael / =4 7k~ 23415 / ISskiria vandenilio dujas / Rodas tdenradis / Waterstofgas gegenereerd / Hydrogengass generert / Powoduje powstawanie wodoru /
Produgéo de gas de hidrogénio / Generare gaz de hidrogen / BeigeneHne Bogopoga / Vyrobené pouzitim vodika / Oslobada se vodonik / Genererad vatgas / Agiga ¢ikan hidrojen
gazi / Peakujs 3 BUAinNeHHsM BoaHio / 237 4R

Patient ID number / N[] Homep Ha nauuenTa / ID pacienta / Patientens ID-nummer / Patienten-ID / ApiBu6g avayvwpiong aaBevolg / Numero de ID del paciente / Patsiendi ID

/ No d'identification du patient / Identifikacijski broj pacijenta / Beteg azonositd szama / Numero ID paziente / MauuneHTTiH ugeHtudukaumansik Hemipi / 24} ID ¥ % / Paciento
identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Nimero da ID do doente / Numar ID pacient /

WaeHTudukaumroHHbIi Homep nauvenTa / Identifikacné &islo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi / laeHtudbikatop nauienta / 35 il s

Fragile, Handle with Care / Yynnueo, Pa6oteTte ¢ HeobxoaumoTo BHuMmaHue. / Kiehké. PFi manipulaci postupuijte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich, vorsichtig
handhaben. / EG8paucTo. XeipioTeite To pe TTpocox. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution. / Lomljivo, rukujte
pazljivo. / Térékeny! Ovatosan kezelends. / Fragile, maneggiare con cura. / ChiHfbIl, aaiinan naiganaHbiiea. / X4 71 % 7] 418 2 2] / Trapu, elkités atsargiai. / Trausls;
rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawarto$¢, przenosic¢ ostroznie. / Fragil, Manuseie com Cuidado. / Fragil, manipulati
cu atentie. / Xpynkoe! O6palyartbcs ¢ octopoxHocTblo. / Krehké, vyZaduje sa opatrna manipulacia. / Lomljivo - rukujte paZljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli

Taslyin. / TeHaiTHa, 3BepTaTuUCs 3 06epexHicTIo / St /MU

This only applies to US: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / S’applique uniquement aux Etats-Unis: “Caution: Federal
Law restricts this device to sale by or on the order of a licensed practitioner.” / Vale solo per gli Stati Uniti: “Caution: Federal Law restricts this device to sale by or on the order of a
licensed practitioner.” / Gilt nur fiir die USA: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / Sélo se aplica a los EE.UU.: “Caution:
Federal Law restricts this device to sale by or on the order of a licensed practitioner.”

& BD

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