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PRODUCT DESCRIPTION

The BD MAX™ ExK™ DNA-1 is intended to extract DNA from plasma, serum or neat urine specimens. The DNA Extraction Tube
contains a Sample Processing Control sequence from Drosophila melanogaster (GenBank: AC246436; nucleotides 35779 to
35978) cloned in a pUC119 derivative (GenBank: U07650.1). The BD MAX ExK DNA-1 has not been validated for use with any
specific test method.

PRINCIPLES OF THE PROCEDURE

The specimen is mixed with the BD MAX ExK DNA-1 Sample Buffer Tube and processed using the BD MAX System. The BD MAX
System automates sample lysis, DNA extraction and concentration, reagent rehydration, nucleic acid amplification and detection of
the target nucleic acid sequence using real-time polymerase chain reaction (PCR). The BD MAX System contains a combination of
lytic and extraction reagents designed to perform cell lysis and DNA extraction. Following cell lysis, the released DNA is captured

by magnetic affinity beads. The beads with the bound DNA are washed and then the DNA is eluted using 12.5 pL of Elution Buffer.
The solution may be prepared for PCR using Neutralization Buffer from the Unitized Reagent Strip. The eluted DNA may be used for
applications on the BD MAX System or another PCR Amplification/Detection System.

REAGENTS AND MATERIALS

REF Contents Quantity
BD MAX DNA Extraction Tubes (A8) 24
Dried extraction reagent containing magnetic affinity beads, Proteinase K and Sample Processing Control. (2 x 12 tubes)

24

BD MAX ExK DNA-1 Sample Buffer Tube (SB-1) (2 x 12 tubes)

442818 |BD MAX DNA-1 Reagent Strip

Unitized Reagent Strip containing all liquid reagents and disposable pipette tips necessary for specimen 24
processing and DNA extraction.

Conical Tubes 24
Septum Caps 25

EQUIPMENT AND MATERIALS REQUIRED BUT NOT PROVIDED

+  BD MAX™ System (BD Cat. No. 441916 or 441927)

*  Micropipettes (accurate between 2 and 1,000 pL)

*  Aerosol resistant micropipette tips

+ Disposable gloves/lab coat

»  Specimen collection container(s)

+  BD MAX PCR Cartridges (BD Cat. No. 437519), if applicable

+  BD MAX™ DNA MMK (SPC) (BD Cat. No. 442829) or BD MAX DNA MMK (BD Cat. No. 442848), if applicable
+  BD MAX™ Conical Tubes (BD Cat. No. 437016), if applicable

WARNINGS AND PRECAUTIONS
» The BD MAX ExK DNA-1 is for Laboratory Use.

»  Extraction of neat urine specimens using a lysis temperature other than 62 °C has not been evaluated. Select <ExK DNA-1
(Urine) [4-Snap]> from the pull down menu of the Worklist, as selection of <ExK DNA-1 (Plasma/Serum) [4-Snap]> will result in
an incorrect lysis temperature of 37 °C.

» Do not use expired reagents and/or materials.

* Do not use the kit if the label that seals the outer box is broken upon arrival.

» Do not use reagents if the protective pouches are open or broken upon arrival.

» Do not use reagents if desiccant is not present or is broken inside reagent pouches.
* Do not remove desiccant from reagent pouches.



Close protective pouches of reagents promptly with the zip seal after each use. Remove any excess air in the pouches prior
to sealing.

Protect reagents against heat and humidity. Prolonged exposure to humidity may affect product performance.

Do not use reagents if the foil has been broken or damaged.

Do not mix reagents from different pouches and/or kits and/or lots.

Do not interchange or re-use caps, as contamination may occur and compromise test results.

Check Unitized Reagent Strips for proper liquid fills (ensure that the liquids are at the bottom of the tubes) (refer to Figure 1).
Check Unitized Reagent Strips to ensure that all pipette tips are present (refer to Figure 1).

Proceed with caution when using chemical solutions as Extraction Tube barcode readability may be altered.

Good laboratory technique is essential for the proper use of this product. Extreme care should be taken to preserve the purity of
all materials and reagents.

In cases where other PCR tests are conducted in the same general area of the laboratory, care must be taken to ensure that
the BD MAX ExK DNA-1, any additional reagents required for testing, and the BD MAX System are not contaminated. Avoid
microbial and ribonuclease (RNase)/deoxyribonuclease (DNase) contamination of reagents at all times. The use of sterile
RNase/DNase-free disposable aerosol resistant or positive displacement pipette tips is recommended. Use a new tip for each
specimen. Gloves must be changed before manipulating reagents and cartridges.

To avoid contamination of the environment by amplicons, do not break apart the BD MAX PCR Cartridge after use. The seals of
the BD MAX PCR Cartridges are designed to prevent contamination.

The laboratory should routinely perform environmental monitoring to minimize the risk of cross-contamination.

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.2

Wear protective clothing and disposable gloves while handling all reagents.

Wash hands thoroughly after performing the test.

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.
Consult the BD MAX System User’s Manual® for additional warnings, precautions and procedures.

STORAGE AND STABILITY

BD MAX ExK DNA-1 components are stable at 2—25 °C through the stated expiration date. Do not use expired components.

BD MAX DNA Extraction Tubes are provided in sealed pouches. To protect product from humidity, immediately re-seal after
opening. The Extraction Tubes are stable for up to 7 days at 2-25 °C after initial opening and re-sealing of the pouch.

INSTRUCTIONS FOR USE

Specimen Collection

1.

Collect specimen and label appropriately.

Note: Plasma specimens must be obtained from sodium citrate or EDTA anticoagulated blood. Other anticoagulants
have not been evaluated.

Collected specimens should be maintained per the conditions validated by the user.
Proceed to Extraction Preparation.



Extraction Preparation:

Note: The following extraction preparation procedures are provided as guidance. Some specimens may require
pre-processing. Application-specific extraction preparation procedures should be developed and validated by the user.

1. Pipette 750 pL of specimen into a BD MAX ExK DNA-1 Sample Buffer Tube SB-1 and close the tube with a septum cap. Ensure
complete mixing by vortexing the sample.

2. Proceed to BD MAX System Operation.

BD MAX System Operation

Note: Refer to the BD MAX System User’s Manual® for detailed instructions (Operation section).

1. Power on the BD MAX System (if not already done) and log in by entering <user name> and <password>.
2. Gloves must be changed before manipulating reagents and cartridges.

3. Remove the required number of Unitized Reagent Strips from the BD MAX ExK DNA-1 kit. Gently tap each Unitized Reagent
Strip onto a hard surface to ensure that all the liquids are at the bottom of the tubes.

4. Remove the required number of Extraction Tube(s) and Master Mix Tube(s) (if applicable) from their protective pouches.
Remove excess air, and close pouches with the zip seal.

5. For each specimen to be tested, place one (1) Unitized Reagent Strip on the BD MAX System Rack, starting with Position 1
of Rack A.

Assemble the strip as follows:

Note: A tube is fully seated in the strip when a “click” is heard. Refer to Figure 1 for reagent placement in the Unitized
Reagent Strip.

a) Extraction only:
» Position 1 = Snap the DNA Extraction Tube into Position 1.
* Position 2 = Leave Position 2 empty.
» Position 3 = Snap a BD MAX Conical Tube into Position 3.
* Position 4 = Leave Position 4 empty.
b) Type 1: BD MMK or MMK(SPC) and Dried Primers and Probes:
» Position 1 = Snap the DNA Extraction Tube into Position 1.
*  Position 2 = Snap the BD MAX DNA MMK (SPC) or BD MAX DNA MMK Master Mix Tube into Position 2.

*  Position 3 = Snap a BD MAX Conical Tube containing dried-down primer and probe mixture (at a final concentration
of 2X) into Position 3.

» Position 4 = Leave Position 4 empty.
c) Type 2: BD MMK or MMK(SPC) and Liquid Primers and Probes:
» Position 1 = Snap the DNA Extraction Tube into Position 1.

* Position 2 = Snap the BD MAX DNA MMK (SPC) or BD MAX DNA MMK Master Mix Tube into Position 2; follow the
instructions for use accompanying that product.

* Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 12.5 L of user supplied primer and probe mixture
(at a final concentration of 2X) into the bottom of the Conical Tube in Position 3, being careful to avoid bubble formation.

* Position 4 = Leave Position 4 empty.

d) Type 3: Liquid MM with Primers and Probes:
» Position 1 = Snap the DNA Extraction Tube into Position 1.
* Position 2 = Leave Position 2 empty.

» Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 12.5 yL of the user supplied master mix, primer
and probe mixture (at a final concentration of 2X) into the BD MAX Conical Tube in Position 3, being careful to avoid
bubble formation.

* Position 4 = Leave Position 4 empty.
e) Type 4: Lyophilized MM with Rehydration Buffer:
» Position 1 = Snap the DNA Extraction Tube into Position 1.
» Position 2 = Snap a BD MAX Conical Tube containing user-supplied lyophilized master mix in Position 2.

*  Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 12.5 pL of user-supplied rehydration buffer into the
BD MAX Conical Tube in Position 3, being careful to avoid bubble formation.

* Position 4 = Leave Position 4 empty.
f) Type 5: Concentrated Lyophilized MM with Rehydration Buffer:
» Position 1 = Snap the DNA Extraction Tube into Position 1.
* Position 2 = Snap a BD MAX Conical Tube containing user-supplied lyophilized master mix in Position 2.

»  Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 25 pL of user-supplied rehydration buffer into the
BD MAX Conical Tube in Position 3, being careful to avoid bubble formation.

* Position 4 = Leave Position 4 empty.
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g) Dual Master Mix: Lyophilized MM with Rehydration Buffer (Type 4):
» Position 1 = Snap the DNA Extraction Tube into Position 1.
» Position 2 = Snap a BD MAX Conical Tube containing user-supplied lyophilized master mix in Position 2.

» Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 25 pL of user-supplied rehydration buffer into the
BD MAX Conical Tube in Position 3, being careful to avoid bubble formation.

* Position 4 = Snap a BD MAX Conical Tube containing user-supplied lyophilized master mix in Position 4.
h) Dual Master Mix: Liquid MM with Primers and Probes (Type 3):
» Position 1 = Snap the DNA Extraction Tube into Position 1.

» Position 2 = Snap a BD MAX Conical Tube into Position 2. Pipette 12.5 yL of user-supplied master mix, primer and
probe mixture 1 (at a final concentration of 2X) into the BD MAX Conical Tube in Position 2, being careful to avoid
bubble formation.

»  Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 25 pL of user-supplied rehydration buffer into the
BD MAX Conical Tube in Position 3, being careful to avoid bubble formation.

*  Position 4 = Snap a BD MAX Conical Tube into Position 4. Pipette 12.5 uL of user-supplied master mix, primer and
probe mixture 2 (at a final concentration of 2X) into the BD MAX Conical Tube in Position 4, being careful to avoid
bubble formation.

i) Dual Master Mix: Concentrated Lyophilized MM with Rehydration Buffer (Type 5):
» Position 1 = Snap the DNA Extraction Tube into Position 1.
*  Position 2 = Snap a BD MAX Conical Tube containing user-supplied lyophilized master mix in Position 2.

» Position 3 = Snap a BD MAX Conical Tube into Position 3. Pipette 40 pL of user-supplied rehydration buffer into the
BD MAX Conical Tube in Position 3, being careful to avoid bubble formation.

* Position 4 = Snap a BD MAX Conical Tube containing user-supplied lyophilized master mix in Position 4.

Click on the Run icon, then Inventory. Enter the kit lot number for the BD MAX ExK DNA-1 (for lot traceability) by either
scanning the barcode with the scanner or by manual entry.
Note: Repeat step 6 each time a new kit lot is used.

Navigate to the Worklist. Using the pull down menu select <ExK DNA-1 (Plasma/Serum) [4-Snap]> if testing plasma or serum
specimens, or <ExK DNA-1 (Urine) [4-Snap]> if testing neat urine.

Note: Take care to select the correct assay from the pull down menu as the default lysis temperatures differ between
Plasma/Serum and Urine specimens. The default lysis temperature for Plasma/Serum is 37 °C whereas the default lysis
temperature for Urine is 62 °C.

Enter the Sample Buffer Tube ID, Patient ID and Accession Number (if applicable) into the Worklist, either by scanning the
barcode with the scanner or by manual entry.

Select the appropriate kit lot number (found on the outer box) from the pull down menu.
Repeat Steps (7 to 9) for all remaining Sample Buffer Tubes.
Place the Sample Buffer Tubes in the BD MAX System Rack(s) corresponding to the Unitized Reagent Strips assembled in step 5.

Note: Place the Sample Buffer Tubes into the sample rack(s) with the 1D barcode labels facing outward (this makes
scanning Sample Buffer Tubes easier during sample login).

If the BD MAX System is also being used for DNA amplification, place the required number of BD MAX PCR Cartridge(s) into the
BD MAX System (see Figure 2).

»  Each cartridge accommodates up to 24 samples.

*  The BD MAX System will automatically select the position and row on the BD MAX PCR Cartridge for each run.
BD MAX PCR Cartridges may be used multiple times until all lanes have been utilized.

*  To maximize use of BD MAX PCR Cartridges, using 2000 Sample Mode, select Run Wizard under the Worklist tab for
lane assignments.

«  Consult the BD MAX System User’s Manual® for more details.
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13. Load rack(s) onto the BD MAX System (Figure 2).
14. Close the BD MAX System lid and click <Start> to begin processing.

LIMITATIONS OF THE PROCEDURE

The BD MAX ExK DNA-1 can only be used on the BD MAX System by trained laboratory personnel.

Use of the BD MAX ExK DNA-1 for clinical specimen types other than those specified have not been validated.

Plasma obtained from blood anticoagulated by methods other than sodium citrate and EDTA have not been validated.

Use of BD MAX ExK DNA-1 for neat urine specimens has only been validated with a lysis temperature of 62 °C. Select

<ExK DNA-1 (Urine) [4-Snap]> from the pull down menu of the Worklist, as selection of <ExK DNA-1 (Plasma/Serum) [4-Snap]> will
result in an incorrect lysis temperature of 37 °C.

The selected application of this product must be validated by the user. Validations should be performed in accordance with
country, federal, provincial, state, local and/or accrediting organization guidelines, regulations and standards.

REFERENCES

1.

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

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

BD MAX System User’s Manual (US Open System version 8089571 or International version 8089570, refer to the latest revision)
BD Life Sciences, Sparks, MD 21152 USA.



Change History

Revision | Date | Change Summary
(08) 2018-06 Updated BD MAX System Operation section.
Updated Figure 1.
(09) 2020-06 Converted printed instructions for use to electronic format and added

access information to obtain the document from bd.com/e-labeling.
Added detail to Materials and Reagents section. Made clarification in
Warning and Precautions. Updated Figure 2. Made typographical edits.
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Leistungsbewertungszwecke / Mévo yia agioAéynon amédoong IVD / Solo para la evaluacion del rendimiento en diagnéstico in vitro / Ainult IVD seadme hindamiseks / Réservé a
I'évaluation des performances IVD / Samo u znanstvene svrhe za In Vitro Dijagnostiku / Kizarélag in vitro diagnosztikdhoz / Solo per valutazione delle prestazioni IVD / >KacaHpgp!
Xafaaiiga «npobupka iliHae» AMarHoCTuKaaa Tek )kymbIcTbl Garanay ywin / IVD 25 % 7ol o) &l A 5k AL-&- / Tik IVD prietaisy veikimo charakteristikoms tikrinti / Vienigi VD
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 Anst oLeHKM kadecTsa AuarHocTvky in vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici /
Endast fr utvérdering av diagnostisk anvandning in vitro / Yalnizca IVD Performans degerlendirmesi igin / Tinbku ans ouiHioBaHHs sKkocTi giarHocTuky in vitro / (LR IVD PERETEfl

For US: “For Investigational Use Only”

Lower limit of temperature / [lonen numuT Ha Temnepatypata / Dolni hranice teploty / Nedre temperaturgraense / Temperaturuntergrenze / Katwrepo 6pio Bepuokpaciag / Limite
inferior de temperatura / Alumine temperatuuripiir / Limite inférieure de température / NajniZa dozvoljena temperatura / Alsé hémérsékleti hatar / Limite inferiore di temperatura /
TemnepaTypaHbiH TeMeHri pykcar weri / 18 %= / Zemiausia laikymo temperatira / Temperatiiras zemaka robeza /Laagste temperatuurlimiet / Nedre temperaturgrense / Dolna
granica temperatury / Limite minimo de temperatura / Limitd minima de temperatura / HwkHuii npegen Temnepatypbl / Spodna hranica teploty / Donja granica temperature / Nedre
temperaturgrans / Sicaklik alt siniri / MivimanbHa Temneparypa / 53  FFR

Control / KoHTponHo / Kontrola / Kontrol / Kontrolle / Mé&ptupag / Kontroll / Contréle / Controllo / Bakbinay / %1 & / Kontrolé / Kontrole / Controle / Controlo / Kontpons / kontroll /
KownTpons / % i

Positive control / MonoxwuTenen koHTpon / Pozitivni kontrola / Positiv kontrol / Positive Kontrolle / @¢Tikég péptupag / Control positivo / Positiivne kontroll / Contréle positif /
Pozitivna kontrola / Pozitiv kontroll / Controllo positivo / OH Gakbinay / %4 71 E& / Teigiama kontrolé / Pozitiva kontrole / Positieve controle / Kontrola dodatnia / Controlo positivo
/ Control pozitiv / MonoxnTensHbI KOHTpons / Pozitif kontrol / MoauTtueHmii koHTpons / % & i 7

Negative control / OtpuuateneH koHTpon / Negativni kontrola / Negativ kontrol / Negative Kontrolle / ApvnTikdg paptupag / Control negativo / Negatiivne kontroll / Contréle négatif
/ Negativna kontrola / Negativ kontroll / Controllo negativo / Heratusrik Gaksinay / £/ %1% / Neigiama kontrolé / Negativa kontrole / Negatieve controle / Kontrola ujemna /
Controlo negativo / Control negativ / OTpuuatensHbiii koHTpons / Negatif kontrol / HeratueHui kontpons / (9] 4% i it 71

Method of sterilization: ethylene oxide / MeTop Ha cTepunusaums: eTuneHoB okeua / Zpusob sterilizace: etylenoxid / Steriliseringsmetode: ethylenoxid / Sterilisationsmethode:
Ethylenoxid / MéBodog atooTeipwang: aiBuhevoteidio / Método de esterilizacion: dxido de etileno / Steriliseerimismeetod: etlileenoksiid / Méthode de stérilisation : oxyde
d’éthylene / Metoda sterilizacije: etilen oksid / Sterilizalas modszere: etilén-oxid / Metodo di sterilizzazione: ossido di etilene / Ctepunusauus egici — aTuneH ToTbifbl / 25 W
o & gl % A}o] = / Sterilizavimo budas: etileno oksidas / Sterilizé§anas metode: etilenoksids / Gesteriliseerd met behulp van ethyleenoxide / Steriliseringsmetode: etylenoksid

1 Metoda sterylizacji: tlenek etylu / Método de esterilizagdo: 6xido de etileno / Metoda de sterilizare: oxid de etilena / Metoa crepunuaauuu: atunexokeuns / Metdda sterilizacie:
etylénoxid / Metoda sterilizacije: etilen oksid / Steriliseringsmetod: etenoxid / Sterilizasyon yéntemi: etilen oksit / Metoa ctepunisauii: eTuneHokeugom / K Jiik: W b

Method of sterilization: irradiation / MeToa Ha ctepunusauus: npaguauus / Zplsob sterilizace: zafeni / Steriliseringsmetode: bestraling / Sterilisationsmethode: Bestrahlung /
MéBodog amooTeipwong: akTivoBoAia / Método de esterilizacion: irradiacion / Steriliseerimismeetod: kiirgus / Méthode de stérilisation : irradiation / Metoda sterilizacije: zracenje /
Sterilizalas mddszere: besugarzas / Metodo di sterilizzazione: irradiazione / Ctepunusauus agici — ceyne Tycipy / 225 Wi : WA} / Sterilizavimo budas: radiacija / Sterilizésanas
metode: apstaro$ana / Gesteriliseerd met behulp van bestraling / Steriliseringsmetode: bestraling / Metoda sterylizacji: napromienianie / Método de esterilizagao: irradiagéo /
Metoda de sterilizare: iradiere / MeTtop ctepunusauum: o6nyyeHue / Metdda sterilizacie: oZiarenie / Metoda sterilizacije: ozracavanje / Steriliseringsmetod: stralning / Sterilizasyon
ybntemi: irradyasyon / MeTog cTepunisauii: onpomiHeHHsm / K #7715 Hib

Biological Risks / Buonoruunu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung / Biohoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid / Risques biologiques /
Bioloski rizik / Bioldgiailag veszélyes / Rischio biologico / Buonorusnsik Toyekenaep / A% 3t% 91§ / Biologinis pavojus / Biologiskie riski / Biologisch risico / Biologisk risiko /
Zagrozenia biologiczne / Perigo biolégico / Riscuri biologice / Buonorunyeckas onacHocts / Biologické riziko / Biolo$ki rizici / Biologisk risk / Biyolojik Riskler / BionoriuHa He6e3neka
/LAY

Caution, consult accompanying documents / BHumaHue, HanpaseTe cripaska B Npuapyxasaluute AokymenTu / Pozor! Prostuduite si pilozenou dokumentaci! / Forsigtig,

se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpoooxn, cupBouAeuteite Ta cUVODEUTIKA éyypaga / 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 / AGainaHel3, TUICTI KykaTTapMeH TaHbICbIHbI3 / 5-2], 5&-% A4 3% / Démesio, Zirékite pridedamus
dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon / Nalezy zapozna¢ si¢ z dotgczonymi
dokumentami / Cuidado, consulte a documentagao fornecida / Atentie, consultati documentele insotitoare / BHumaHwne: cm. npunaraemyto aokymeHTaumio / Vystraha, pozri
sprievodné dokumenty / PaZnjal Pogledajte priloZena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte verilen belgelere bagvurun / Ysara: aus. cynyTHio
fokymeHTaLito / /Ly, 1 2 BB SORY .

Upper limit of temperature / FTopeH numuT Ha Temnepatypata / Horni hranice teploty / @vre temperaturgraense / Temperaturobergrenze / Avitepo 6plo 8eppokpaaiag / Limite
superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite superiore di
temperatura / TemneparypaHbiH pykcaT eTinreH xofaprbl weri / %+ == / Auk$ciausia laikymo temperatara / Aug$éja temperatiras robeZa / Hoogste temperatuurlimiet / @vre
temperaturgrense / Gérna granica temperatury / Limite méaximo de temperatura / Limitd maxima de temperatura / BepxHuit npegen Temnepatypsl / Horna hranica teploty / Gornja
granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa temnepatypa / i % R

Keep dry / Masete cyxo / Skladujte v suchém prostfedi / Opbevares tart / Trocklagern / @uAagre To oteyvo / Mantener seco / Hoida kuivas / Conserver au sec / Drzati na suhom

| Széraz helyen tartando / Tenere all'asciutto / Kyprak kyiitge ycra / 713 23l %] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tert / Przechowywac w stanie
suchym / Manter seco / A se feri de umezeala / He gonyckatb nonaganus snarv / Uchovavajte v suchu / Drzite na suvom mestu / Forvaras torrt / Kuru bir sekilde muhafaza edin /
Bepertu Big Bonoru / i {15 T4

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

Peel / O6enerte / Oteviete zde / Abn / Abziehen / ATrokoMraTe / Desprender / Koorida / Décoller / Otvoriti skini / Hizza le / Staccare / ¥cTiHri kaBaTbiH anbin Tacta / 4l 7] 7] / Plésti
&ia / Atiimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / Otkneuts / Odtrhnite / Oljustiti / Dra isér / Ayirma / Bigkneitu / #i &

Perforation / Mepcopaums / Perforace / Perforering / Aidtpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / 3|41 | Perforacija / Perforacija /
Perforatie / Perforacja / Perfuragéo / Perforare / Mepdopauusi / Perforacia / Perforasyon / Mepdopauis / % 4L

Do not use if package damaged / He nanonseaiite, ako onakoskarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er beskadiget / Inhal
beschadigter Packungnicht verwenden / Mn xpnaoipoTroleite edv n ouckeuaaia €xel utrooTei npid. / No usar si el paquete esta dafiado / Mitte kasutada, kui pakend on kahjustatud
/ Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je oSte¢eno pakiranje / Ne hasznalja, ha a csomagolas sérlilt / Non usare se la confezione & danneggiata

| Erep naket 6yabinfaH 6onca, naitnananba / 3 7] 4 7} <=47¥ 73 9- 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 / Nao usar se a embalagem estiver danificada / A nu se folosi
daca pachetul este deteriorat / He ucnone3sosatb npu nospexaeHun ynakosku / Nepouzivajte, ak je obal poSkodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om
férpackningen ar skadad / Ambalaj hasar gérmiisse kullanmayin / He BukopucToByBaTty 3a nowkokeHoi ynakosku / Ui A4S i, 1752118 f

Keep away from heat / Masete ot TonnuHa / Nevystavuijte pfilisnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpatrioTe To Hakpid oo 1n 8eppdtnTa / Mantener
alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere lontano dal calore / CankbiH xepae cakta

| 4% vlsof 3}/ Laikyti atokiau nuo Silumos Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for varme / Przechowywaé z dala od zrédet ciepta /
Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far e] utsattas for varme / Isidan uzak tutun / Bepertv Big
Aii Tenna / i & R

Cut / Cpexere / Odstfihnéte / Klip / Schneiden / Kowre / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecinia / Z+2}u] 7] / Kirpti / Nogriezt / Knippen / Kutt / Odcigé /
Cortar / Decupati / OTpesats / Odstrihnite / Iseéi / Klipp / Kesme / Poapizatu / B

Collection date / [lata Ha cb6upaHe / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepounvia cuhhoyrg / Fecha de recogida / Kogumiskuupaev / Date de prélévement /

Dani prikupljanja / Mintavétel datuma / Data di raccolta / >XunaraH TisGekyri / =3 2% / Paémimo data / Savaksanas datums / Verzameldatum / Dato prevetaking / Data pobrania
/ Data de colheita / Data colectérii / Jata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / Jata 3a6opy / 4 H i

ul/test / uL/tect / pL/Test / pL/egétaon / ul/prueba / pLiteszt / ul/€l 2~ = / mkn/tect / pLityrimas / pL/parbaude / pL/teste / mkn/anania / ML/



Keep away from light / MaseTe ot cBetnunHa / Nevystavuijte svétlu / Ma ikke udsaettes for lys / Vor Licht schiitzen / KparfioTe 1o pakpia amé 1o ewg / Mantener alejado de la luz /
Hoida eemal valgusest / Conserver a l'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHrbinanraH xepae ycra / 812 v o} 3} /
Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywac¢ z dala od zrédet $wiatta / Manter ao abrigo da luz /
Feriti de lumin& / XpanuTs B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas for ljus / Isiktan uzak tutun / BeperTu Big aii ceitna / i 2564k
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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 nanpa Gonasl / =4 7k~ 443 % / I8skiria vandenilio dujas / Rodas adenradis / Waterstofgas gegenereerd / Hydrogengass generert / Powoduje powstawanie wodoru /
Produgéo de gas de hidrogénio / Generare gaz de hidrogen / BeigeneHve Bogopopaa / Vyrobené pouzitim vodika / Oslobada se vodonik / Genererad véatgas / Agiga ¢ikan hidrojen
gazi / Peakujs 3 BUAinNeHHsM BoaHio / 237 A4

/ No d'identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauneHTTiH naeHTudbmkaumsansk Hemipi / 4} ID M % / Paciento
identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Nimero da ID do doente / Numar ID pacient /
WneHTudukauroHHbIi Homep nauvenTa / Identifikaéné &islo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi / laeHtudbikatop nauienta / 35 il s

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

Fragile, Handle with Care / Yynnueo, Pa6oteTte ¢ HeobxoaumoTo BHuMmaHue. / Kiehké. PFi manipulaci postupuijte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich, vorsichtig
handhaben. / EG8paucTo. XeipioTeiTe 1o pe TTpocoxn. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution. / Lomljivo, rukujte
pazljivo. / Térékeny! Ovatosan kezelends. / Fragile, maneggiare con cura. / CbiHfbIl, aaiinan naiganaHbiea. / X4 714 7] 418 2 2] / Trapu, elkités atsargiai. / Trausls;
rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawartos$¢, przenosi¢ ostroznie. / Fragil, Manuseie com Cuidado. / Fragil, manipulati
cu atentie. / Xpynkoe! O6paLyartbcs ¢ octopoxHocTblo. / Krehké, vyZaduje sa opatrna manipulacia. / Lomljivo - rukujte pazljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli
Taslyin. / TeHaiTHa, 3BepTaTuUCs 3 0BepexHiCTIo / H i, /NUERIIT
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International: +31 20 794 7071
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Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or bd.com.
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