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S-Monovette® cfDNA Exact

Gebrauchshinweis

Zweckbestimmung

Die S-Monovette® cfDNA Exact dient der vendsen Blutentnahme mit der Aspirations- oder der
Vakuumtechnik. Das Probenvolumen betragt 9,2 ml (davon 8,4 ml Blut).

Das Produkt dient der sofortigen Stabilisierung der im Blut vorhandenen cfDNA (Verhinderung der
Degradierung der cfDNA und der Freisetzung von genomischer DNA aus kernhaltigen Zellen). Aus
dem stabilisierten Blut kann in der S-Monovette® cfDNA Exact mittels Zentrifugation Plasma separiert
werden. Die S-Monovette® cfDNA Exact standardisiert die Praanalytik in einem geschlossenen
System wahrend der Lagerung und dem Transport der Probe.

Bendtigte Materialien

Zur Gewinnung von vendsem Blut sowie Plasma fUr die cfDNA-Analytik bendtigen Sie folgende
Produkte, die z.T. nicht im Lieferumfang der S-Monovette® cfDNA Exact enthalten sind*:

®* @* e

®

Eine Venenstaubinde, z.B. REF 95.1006

Eine Safety-Multifly®-Kanule (REF 85.1637.235, 85.1638.235, 85.1640.235 oder
85.1642.235), Lange: 200 mm

@ Ein Leer-/Verwerf-Rohrchen (z.B. S-Monovette® Neutral oder andere S-Monovette®)
zur Beflllung des Schlauches der Safety-Multifly®-Kandle
@ S-Monovette® cfDNA Exact, REF 01.2040.001

Eine Zentrifugationskappe zur Plasmaseparation
(Bei Bedarf separat bestellbar unter REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Handhabung

Die in der S-Monovette® cfDNA Exact vorgelegte Stabilisatorldsung ist gesundheitsschédlich. Befolgen Sie daher
unbedingt die hier vorgeschriebenen MaBnahmen bei der Blutgewinnung und verwenden Sie ausschlieBlich die
in diesem Gebrauchshinweis vorgeschriebenen Materialien. Desinfizieren Sie zuvor die Punktionsstelle geméai
des hausinternen Hygieneplans. Die S-Monovette® cfDNA Exact bei Mehrfachentnahmen immer als letzte
S-Monovette® beflillen. Die Blutentnahme mit der S-Monovette® cfDNA Exact kann mit der Aspirationstechnik

oder der Vakuumtechnik erfolgen.

Bei Anwendung der Aspirationstechnik die S-Monovette® cfDNA Exact nach dem Konnektieren durch langsames

Aufziehen der Kolbenstange befullen.

Bei Anwendung der Vakuumtechnik die Kolbenstange vor dem Konnektieren der S-Monovette® cfDNA Exact bis

in die hintere Einrastposition (,Knack®) aufziehen und abbrechen.

O] @

/R

1) Venenstaubinde 2) Leer-/NVerwerf- 3) Venenstaubinde ldsen, 4) S-Monovette® cfDNA Exact
anlegen (Venenstau rohrchen ankoppeln, Leer-/Verwerfréhrchen senkrecht unterhalb des
nicht langer als Safety-Multifly®- beflllen und entfernen. Armniveaus halten und
30 Sekunden). Kanule mit Blut konnektieren.
Venenpunktion an befllen. S-Monovette® cfDNA
geeigneter Stelle Exact durch Aufziehen
durchflhren. der Kolbenstange beftillen

(Aspirationstechnik).

x5
5) Diskonnektieren, die Kolbenstange in die 6) Praparierung vermischen, dazu die
Einrastposition (,Knack*) ziehen und abbrechen S-Monovette® cfDNA Exact direkt nach
(Aspirationstechnik). der Blutentnahme mindestens 5 x tber

Kopf schwenken.

SARSTEDT
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S-Monovette® cfDNA Exact

Probenversand

Der Probenversand erfolgt als Vollblut in der Blutentnahmerdhre. Da Probennahmen oft dezentralisiert stattfinden,
ist nach der Blutentnahme haufig ein Probentransport zum Labor notwendig. Fir einen sicheren Transport

bietet SARSTEDT ein komplettes Verpackungssystem fiir die S-Monovette® an, das die Anforderungen der
Verpackungsvorschrift P 650, der ADR, RID, ICAO und IATA erflllt:

— SchutzgefaB mit Saugeinlage (REF 78.898) und Verschluss (REF 65.679) als Sekundargefal

- Versandbox (REF 95.900, 95.901 & 95.902)

— Versandverpackung fur Kihltransport (REF 95.995, 95.1123, 95.1124 oder 95.1625)

—  Styroporhlle fir Kuhltransport (REF 95.1011)

Probenlagerung

In der S-Monovette® cfDNA Exact bleibt die cfDNA in der Blutprobe stabil, fir mindestens:
— 14 Tage bei 4°C bis 37°C
Das Einfrieren der Blutproben ist nicht moglich!

Plasmaseparation

Nach der Probennahme betragt das Probenvolumen in der S-Monovette® cfDNA Exact 9,2 ml (davon
8,4 ml Blut). Die Plasmaseparation zur Gewinnung der cfDNA ist ein mehrstufiger Zentrifugationsprozess,
der beispielsweise folgendermaBen durchgeflhrt wird:

Yo e

V\

Zentrifugation Zentrifugation #
—’ .
10 min 15 min
2.000-3.000 x g 15.000x g

1. Austausch des roten Schraubdeckels durch die beiliegende Zentrifugationskappe.

2. Zentrifugation fir 10 min mit 2.000 - 3.000 x g bei Raumtemperatur.

3. Uberfiihrung des Plasmas in ReaktionsgefaBe (z.B. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) 0. 72.701.400 (5,0 m).
4. Zentrifugation des Plasmas fur 15 min mit 15.000 x g bei Raumtemperatur.

5. Uberfiihrung des Plasmas in neue GefaBe zur Isolation der cfDNA bzw. zur Lagerung (-80°C) bis zur Isolation.

Geeignete Produkte fiir die cfDNA-Isolation sind:

1. Manuelle Aufreinigungssysteme

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

N

. Automatisierte Aufreinigungssysteme
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
¢ InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

Weiterflhrende Informationen finden Sie auf der SARSTEDT Webseite. SARSTE DT
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S-Monovette® cfDNA Exact

Technische Anderungen vorbehalten

Warnhinweise
e Die Venenstaubinde nicht I6sen, wahrend die S-Monovette® cfDNA Exact konnektiert ist.

e Blut und Blutbestandteile, die in der S-Monovette® cfDNA Exact entnommen und verarbeitet
werden, sind nicht zur Infusion oder Einfihrung in den menschlichen Kérper geeignet.

¢ Die beim Umgang mit Laborreagenzien Ublichen VorsichtsmaBnahmen sind zu beachten.
® S-Monovetten nur zur Blutentnahme und nicht zur Injektion verwenden.

Achtung

Gefahrenhinweise
H317 Kann allergische Hautreaktionen verursachen.

Sicherheitshinweise

P261 Einatmen von Staub/Rauch/Gas/Nebel/Dampf/Aerosol vermeiden.

P272 Kontaminierte Arbeitskleidung nicht auBerhalb des Arbeitsplatzes tragen.
P280 Schutzhandschuhe/ Schutzkleidung/ Augenschutz/Gesichtsschutz tragen.
P302+P352 BEI BERUHRUNG MIT DER HAUT: Mit viel Wasser waschen.

P321 Besondere Behandlung (siehe Hinweise auf diesem

Kennzeichnungsetikett). R
P333+P313 Bei Hautreizung oder ausschlag: Arztlichen Rat einholen/arztliche Hilfe

hinzuziehen.
P362+P364 Kontaminierte Kleidung ausziehen und vor erneutem Tragen waschen.
P501 Inhalt/Behélter gemaB den gesetzlichen Bestimmungen der Entsorgung
zufihren.

Sicherheitsdatenblatt unter www.sarstedt.com

Alle in Zusammenhang mit dem Produkt aufgetretenen schwerwiegenden Vorfélle sind dem Hersteller
und der zustandigen nationalen Behdrde zu melden.

SARSTEDT AG & Co. KG e
Sarstedtstr. 1 c € STERILE ﬂ ® Bei Wiederverwendung:
Kontaminationsgefahr

D-51588 Niimbrecht
Sl L ==
— 7 N Lagern bei Raumtemperatur
N T L2

www.sarstedt.com

SARSTEDT
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S-Monovette® cfDNA Exact =

Instructions for Use

Purpose

The S-Monovette® cfDNA Exact is used for venous blood collection with the aspiration or vacuum
technique. The sample volume is 9.2 ml (of which 8.4 ml is blood).

The product is used to immediately stabilise the cfDNA present in the blood (preventing degradation
of the cfDNA and the release of genomic DNA from nucleated cells). The S-Monovette® cfDNA Exact
separates plasma from the stabilised blood using centrifugation. The S-Monovette® cfDNA Exact
standardises preanalyitics in a closed system while the sample is being stored and transported.

Required materials

To obtain venous blood and plasma for cfDNA analytics, you will need the following products, some
of which are not included in the S-Monovette® cfDNA Exact scope of supply *:

®* @* e

®

(@) Atourniquet, e.g. REF 95.1006

@ A Safety-Multifly® needle (REF 85.1637.235, 85.1638.235, 85.1640.235 or
85.1642.235), length: 200 mm

@ An empty/discard tube (e.g. S-Monovette® Neutral or other S-Monovette®) to fill the
tube of the Safety-Multifly® needle

@ S-Monovette® cfDNA Exact, REF 01.2040.001

@ A centrifugation cap for plasma separation (can be ordered separately if required
under REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Handling

The stabiliser solution pre-filled in the S-Monovette® cfDNA Exact is harmful to health. You must therefore follow
the prescribed measures for blood collection and only use the materials prescribed in these instructions for

use. Disinfect the puncture site beforehand as per the internal hygiene plan. Always fill the S-Monovette® cfDNA
Exact as the last S-Monovette® when making multiple collections. Blood can be collected with the S-Monovette®
cfDNA Exact using the aspiration or vacuum technique.

When using the aspiration technique, fill the S-Monovette® cfDNA Exact after connecting by slowly pulling up the
plunger.

When using the vacuum technique, pull up and snap the plunger until it clicks into the rear snap-in position
before connecting the S-Monovette® cfDNA Exact.

R

1) Put on tourniquet 2) Connect empty/ 3) Loosen tourniquet, fill  4) Hold the S-Monovette® cfDNA

(do not keep in discard tube, fill empty/discard tube Exact vertically below arm level
place for longer Safety-Multifly® and remove. and connect.

than 30 seconds). needle with blood. Fill the S-Monovette® cfDNA
Puncture vein in a Exact by pulling up the plunger
suitable place. (aspiration technique).

5) Disconnect, pull the plunger into the snap-in 6) Mix preparation by inverting the
position and snap (aspiration technique). S-Monovette® cfDNA Exact at least five

times after collecting the blood.
SARSTEDT
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S-Monovette® cfDNA Exact

Sending samples

Samples are sent as full blood in the blood collection tube. As samples are often collected in a different place, it
is often necessary to transport the sample to the lab after blood collection. In order to ensure secure transport,
SARSTEDT offers a complete packaging system for the S-Monovette®, which meets the requirements of
packaging instruction P 650, the ADR, RID, ICAO and IATA:

— Protective container with absorbent lining (REF 78.898) and screw cap (REF 65.679) as secondary packaging
- Shipping box (REF 95.900, 95.901 & 95.902)

— Shipping packaging for refrigerated transport (REF 95.995, 95.1123, 95.1124 or 95.1625)

— Styrofoam casing for refrigerated transport (REF 95.1011)

Sample storage

In the S-Monovette® cfDNA Exact, the cfDNA in the blood sample remains stable for at least:
— 14 days at 4°C to 37°C
It is not possible to freeze the blood samples.

Plasma separation

After sample collection, the sample volume in the S-Monovette® cfDNA Exact is 9.2 ml (of which 8.4 ml is blood).
Separating the plasma to obtain the cfDNA is a multi-stage centrifugation process, which can be carried out as
follows for example:

Centrifugation

—
10 min 15 min
2,000-3,000 x g 15,000 x g

1. Replace the red screw-on lid with the centrifugation cap included.

2. Centrifuge for 10 minutes at 2,000-3,000 x g at room temperature.

3. Transfer the plasma into reaction vessels (e.g. REF 72.706.200 (1.5 ml), 72.695.200 (2.0 ml) or 72.701.400 (5.0 ml).
4. Centrifuge the plasma for 15 minutes at 15,000 x g at room temperature.

5. Transfer the plasma into new vessels to isolate the cfDNA and/or to store (-80°C) until isolation.

Suitable products for cfDNA isolation are:

1. Manual purification systems

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

N

. Automated purification systems
* ChemagicTM cfDNA 5k Kit H24, Perkin EImer, REF CMG-1304
¢ InviMag® Free Circulating DNA Kit/IG, Invitek Molecular, REF 2439320400

You can find more information on the SARSTEDT website. SARSTE DT

9




S-Monovette® cfDNA Exact

Technical modifications reserved

Warnings

Do not loosen the tourniquet while the S-Monovette® cfDNA Exact is connected.

Blood and blood components that are collected and processed in the S-Monovette® cfDNA
Exact are not suitable for infusion or introduction into the human body.

The usual precautionary measures should be observed when handling laboratory reagents.
Only use S-Monovettes for blood collection and not for injection.

Warning

Hazard statements
H317 May cause an allergic skin reaction.

Precautionary statements

P261 Avoid breathing dust/fume/gas/mist/vapours/spray.

P272 Contaminated work clothing should not be allowed out of the workplace.

P280 Wear protective gloves/protective clothing/eye protection/face protection.

P302+P352 IF ON SKIN: Wash with plenty of water.

P321 Specific treatment (see remarks on this label).

P333+P313 If skin irritation or rash occurs: Get medical advice/attention.

P362+P364 Take off contaminated clothing and wash it before reuse.

P501 Dispose of contents/container to waste disposal site according to legal
regulations.

Safety data sheet at www.sarstedt.com

All serious incidents relating to the product shall be notified to the manufacturer and the competent national authority.

SARSTEDT AG & Co. KG " .
Sarstedtstr. 1 c € STERILE ﬂ ® I?ISK of gomamlnatwon
If reuse

D-51588 Niimbrecht
Sl L ==
— 7 N Store at room temperature
N T L2

www.sarstedt.com

SARSTEDT
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MoHoBeT S-Monovette® cfDNA Exact

(33 KPbBEH AHK TeCT) VHCTpyKLmn 3a ynotpe6a

MpegHasHa4eHue

MoHoBeTbT S-Monovette® cfDNA Exact (3a kpbeeH [IHK TecT) ce nsnonasa 3a B3emMaHe Ha BEHO3Ha KPbB
MOCPEACTBOM TEXHMKA C acnvpaLyst unv Bakyym. O6embT Ha npobata e 9,2 ml (0T kouTo 8,4 ml e KpbB).

[MpopyKTLT cRy>u 3a He3abaBHO CTabunManpaHe Ha cBoboaHUTe Lpkynpaln [HK, npucbetealum B
KpbBTa (MpefoTBpaTsaBaHe pasrpakaaHeTo Ha cBoboaHMTe Lmpkynvpatiy JHK 1 ocBoboxkaaBaHeTo Ha
reromHy JOHK oT sigpern knetku). OT cTabunmanpaHata Kpbs B MoHoBeTa S-Monovette® cfDNA Exact
(3a kpbBeH [HK TecT) Moxe fa 6bae oTaeneHa nnasma NocpeacTBOM LeHTpodyrpaHe. MoHoBETLT
S-Monovette® cfDNA Exact (3a kpbeeH [JHK TecT) cTaHgapTvavpa etana Ha NpeasapuTenHus aHanms B
3aTBOPEHa c1cTema Mo BpemMe Ha CbXpaHeHue v TpaHcnopTvipaHe Ha npobara.

Heobxogummn matepunanu

3a B3eMaHeTO Ha BEHO3Ha KPbB 1 Nniia3ma 3a aHanma Ha ceoboaHy uypkynvpaim OHK ce HyxpaeTte ot
crnefHnTe NPOLYKTY, HSKOM OT KOMTO He Cca BKIIoYeHY B 06xBaTa Ha [locTaBkaTa Ha MoHoBeTa S-Monovette®
cfDNA Exact (3a kpbBeH [HK TecT)*:

®* @* ®* @ ®

JeHTa 3a KpbBOCIMpaHe (TypHUKeT), Hanpumep Kat. Ne 95.1006

Kantona Safety-Multifly®-(KaT. Ne 85.1637.235, 85.1638.235, 85.1640.235 nnu
85.1642.235),abmknHa: 200 mm

@ O6e3Bb3ayLaBalla enpyseTka (Hanpyumep S-Monovette® Neutral nnu opyra
S-Monovette®) 3a MbiHeHe Ha TpbOuYkaTa Ha kaHtonara Safety-Multifly®

MoHoBeT S-Monovette® cfDNA Exact (3a kpbBeH AHK TecT), Kat. Ne 01.2040.001

Kanaye 3a ueHTpodyrnpaHe 3a otaensHe Ha nnasmara (Mpy Heo6xoauMocT
MOXKe Aa ce nopbya otaenHo — Kat. Ne 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

MaHunynupaHe

CrabunmavpalLmsT pasTBop, ChabpKaly, ce B MoHoBeTa S-Monovette® cfDNA Exact (3a kpbeeH OHK TecT), e BpeneH
3a 3apaseTo. [Nopaaun Tosa 3ab/KUTENHO CReasaTe ykasaHuTe TyK NpoLiefypy Npu B3EMaHe Ha KpbB 1 13nonssante
camo maTepuannTe, ykasaHu B HacTosiLLaTa MHCTPYKLWS 3a ynoTpeba. [MbpBo Ae3nHbeKLpanTe MICTOTO Ha
BEHEMYHKLMS B CbOTBETCTBIME C BBTPELUHUSA XWreHeH nnaH. [pu MHOrOKpaTHO B3eMaHe Ha KpbB BUHarv NbiHeTe
MoHoBeTa S-Monovette® cfDNA Exact (3a kpbseH OHK TecT) kato nocneaeH S-Monovette®. Vima ase TexHukm 3a
B3eMaHe Ha KpbB ¢ MoHoBeTa S-Monovette® cfDNA Exact (3a kpbeeH [IHK TecT) — ¢ acnnpauus v ¢ BakyyMm.

Mpwv n3non3saHe Ha TexHMKaTa ¢ acnmpauus, Cnes CBbP3BaHETO HarmbHeETe MoHoBeTa S-Monovette® cfDNA Exact (3a
kpbeeH [JHK TecT) nocpeactsom 6aBHO M3abPIBaHe Ha OyTanoTo.

Mpwv n3nonssaHe Ha TexHMKaTa ¢ BakyyM, Npean Aa cebpxete MoHoBeTa S-Monovette® cfDNA Exact (3a kpbeeH OHK
TecT) uaternete 6yTasioTo A0 KparHa 3aaHa nosvupst (“WpaksaHe”) 1 oTdyneTe Apbkkara My.

R

1) TocTtaseTe neHtata 2) CsbpxeTe 3) Pasxnabete neHtata3a 4) 3agpbKTe MOHOBETA
3a KpbBOCMMpaHe o6e3Bb3yLlaBallaTa KpbBOCMMpaHe, S-Monovette® cfDNA Exact
(npyicTaraHe Ha enpyBeTKa, Harb/HeTe HarmbHeTe (3a kpbBeH OHK TecT)
BeHara 3a Safety-Multifly®- obes3Bb3ayLaBallaTa BEPTUKAIIHO MOA, HUBOTO Ha
He-noBeye oT KaHtonara ¢ KpbB. enpyseTka v s pbKaTa 1 ro CBbPXKeTe.
30 cexkyHaw). npemMaxHere. HambnHete MoHoBeTa
HanpaseTe S-Monovette® cfDNA Exact
BEHenyHKUMst Ha (3a kpbBEeH OHK TecT)
MOAXOASALLO MACTO. NOCPEACTBOM M3bpriBaHe Ha

6yTanoTo (TeXHVIKa C acrnnpauuisi).

® ®

x5

5) PaseguHete, naternerte 6yTanoTo [0 KpaiHa 3agHa 6) CwmeceTe Griomatepuana, kato 3a Lenta
noauuwst (“LpaksaHe”) 1 oTHyreTe ApbKKata My 3aBbpTMTe MoHOBeTa S-Monovette® cfDNA

(TexHuKka ¢ acnvpauys). Exact (3a kpbBeH JHK TecT) Han-manko

5 MbTW HaoBPaTHO HEMOCPEACTBEHO Cnef
B3EMaHETO Ha KPbB.

SARSTEDT
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S-Monovette® cfDNA Exact

MN3npawaHe Ha npobaTa

Mpo6ara ce nanpalLia KaTo Liana KpbB B enpyBeTkaTta 3a B3eMaHe Ha KpbB. Thil KaTo B3eMaHeTo Ha Npobu ce
13BBLPLLBA HECTO ASLEHTPaNM3vpaHo, crep B3eMaHeTo Ha KPpbB YecTo ce Hanara npobara fja ce TpaHcnopTupa o
nabopatopusta. C Lien ocurypsisaHe Ha 6e3onaceH TpaHcnopt SARSTEDT npefnara cuctema 3a LsoCTHO onakosaHe
Ha MoHOBETI S-Monovette®, KosiTo OTroBapst Ha U3NCKBaHKsTa Ha VIHCTpyKLmMsTa 3a onakosaHe P 650, kakTo 1 Ha ADR,
RID, ICAO n IATA:

—  3awwuTeH cba ¢ abcopbupattia Bnoxka (Kat. Ne 78.898) 1 kanavka (Kat. Ne 65.679) KaTo BTOPUYEH Cb/,
- Kytus 3a TpaHcnopTupaHe (Kat. Ne 95.900, 95.901 n 95.902)
— OnakoBka 3a TpaHcropTupaHe ¢ xjiaguneH TpaHenopT (Kat. Ne 95.995, 95.1123, 95.1124 nnn 95.1625)
—  CTuponopeH nnnk 3a xnaguneH Tpancrnopt (Kat. Ne 95.1011)

CbxpaHeHue Ha npo6aTa

Cso6opaHuTe Lmpkynnpatm [JHK octasaTt cTabunHm B kpbeHaTa npoba B MoHoseTa S-Monovette® cfDNA Exact (3a
kpbBeH [AHK TecT) Har-Manko B NpoLb/KeHNe Ha:

— 14 pHn npu Temnepartypa ot 4°C fo 37°C
KpbBHWTE Npobn He MoraT Aa 6baat 3ampasssanm!

OTpensiHe Ha nnasmara

O6embT Ha NpobaTa B MoHoBeTa S-Monovette® cfDNA Exact (3a kpbeeH OHK TecT) cnen B3emaqe Ha npobata e 9,2 ml
(oT kouTO 8,4 Ml e kpbB). OTAENAHETO Ha NNa3ma 3a 13BNM4aHe Ha cBoboaHM Lmpkynvpaw OHK e MHoroeTaneH
NPOLEC Ha LieHTpoyrupaHe, KOMTO Ce U3BbPLLBA HANpUMEP MO CNefHUs HaumH:

LleHTpodyrmpare LleHTpodyrmpare T-j
10 MuH. 15 MUH.
2000-3000 x g 15000 x g

1. 3amsHa Ha YepBeHaTa BUHTOBA Karadka C JOCTABEHOTO Kanaye 3a LieHTpodhyrvpaHe.

2. 10 MuHyTU LeHTpodyrupare ¢ 2000-3000 x g npw CTaliHa Temnepartypa.

3. lMpexebpnsiHe Ha NnasMara B peakLyioHHN Cbaose (Hanpumep Kart. Ne 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) nnm
72.701.400 (5,0 mi).

4. 15 MrHyTV LeHTpodbyrupaHe Ha nnaamara ¢ 15 000 x g npw cTaliHa Temnepatypa.

5. lMpexsbpnsHe Ha Nnasmara B HOBM CbOBE 3a M30/mMpaHe Ha cBo6oaHMTe Lnpkynvpalym OHK nav 3a cbxparerie (npu -80°C)
[0 MOMEHTa Ha V3onmparxe.

MoaxopAwwm NnpoaykTn 3a n3onupaHe Ha cso6oaHu umpkynupawwm AHK:

1. Cuctemu 3a pbyHO NpeyncTBaHe

KomnnekT NucleoSpin® Plasma XS-Kit, ¢hmpma Macherey-Nagel, Kat. Ne 740900.50

KomnnekT NucleoSnap® DNA Plasma-Kit, compma Macherey-Nagel, Kat. Ne 740300.50

Komnnekt QlAamp® Circulating Nucleic Acid Kit, covpma Qiagen, Kat. Ne 55114

Komnnekt MagMAX™ Cell-Free DNA Isolation Kit, covpma ThermoFisher Scientific, KaT. Ne A29319

Cucrtemu 3a aBToMaTu3npaHo npe4vyncrTeaHe
Komnnekt Chemagic™ cfDNA 5k Kit H24, dupma Perkin Eimer, Kat. Ne CMG-1304
KomnnekT InviMag® Free Circulating DNA Kit/IG, dupma Invitek Molecular, Kat. Ne 2439320400

e o N

[LonmbaHuTenHa nHhopmMaums Moxe aa Hamepute Ha yebcanta Ha SARSTEDT. S AR STE DT
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S-Monovette® cfDNA Exact

3anassa ce NPasoTo 3a V3BbPLIBaHE Ha TEXHNHECKW MPOMEHM

MpepynpepuTenHn ykasaHus

* He pasxnabgaiite neHTara 3a KpbBoCnvpaHe, AokaTo MoHOBETHT S-Monovette® cfDNA Exact
(3a kpbBEH [AHK TecT) e cBbp3aH.
* KpbBTa U KPbBHUTE CbCTaBKM, KOUTO Ce B3eMaT v 06paboTeaT ¢ MoHoseTa S-Monovette® cfDNA
Exact (3a kpbseH [HK TecT), He ca NoaxoasLLm 3a BNVMBaHE U BbBEXAAHE B HOBELLKOTO TSSO,
* TpsibBa fa ce cnassar obuyarHUTe NpeanasHn Mepku 3a paboTta ¢ NabopaTopHL PeakTUBN.

BHumaHune

MpepynpexpeHns 3a onacHocT
H317 Moxke Aa NnpuYmHN anepruyHa KoXKHa peakuus.

Mpenopbku 3a 6e3onacHoOCT

P261 N36sreaiTe BavBaHe Ha npax/nywek/ras/pum/nsnapexus/aeposonm.

P272 [la He ce n3Hacsa 3aMmbpceHO PaboTHO 06NEKNO N3BBLH PABOTHOTO
nomeLLeHme.

P280 M3non3BaiiTe npegnasHu pbkasuuu/npeanasHo obnekno/ npegnasHu

ouuna/ npepnasHa Macka 3a nuue.

P302+P352 MPUN KOHTAKT C KOXKATA: namuiite o6unHo ¢ Boaa.

P321 CneuunanuanpaHo neveHue (BX benexkun Ha To3u eTuker).

P333+P313 Mpu nosiBa Ha KOXKHO Apa3HeHe unn o6puB Ha Koxarta: MoTbpceTte
Me[MLMHCKN CbBET/MoMoLL,

P362+P364 Caanerte 3aMbpPCEHOTO OGNEKIIO U IO U3nepeTe Npean NoBTopHa ynotpeba.

P501 CbabpXXaHMEeTo/CbabT fa ce U3XBbP/N B Criope 3aKoHOBUTE pasnopenou
3a U3XBbpIsiHe.

NHdopMaumMoHHUAT NUCT 3a 6€30MacHOCT e Ny6nukyBaH Ha ye6canta www.

Bewikun Cepro3H/ HUMOEHTW, CBbP3aHn C NPOoAyKTa, ce CbOﬁLl_LaBaT Ha Npon3BoaUTENA 1N Ha KOMMNETEHTHUA
HaumoHaseH opraH.

SARSTEDT AG & Co. KG
Sarstedtstr. 1 c € STERILE ﬂ ® IMpv nosTOpHa yrotpeta:
ONAacHOCT OT 3aMbpcaBaHe

D-51588 Niimbrecht
| g =
/\/\o/’\ 'f === \’ CbXxpaHsiBaiTe Npu cTaiHa
/.J.\ ]= 2 Temneparypa

www.sarstedt.com

SARSTEDT
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S-Monovette® cfDNA Exact

Instrugdes de utilizagéo

Finalidade

O S-Monovette® cfDNA Exact destina-se a colheita de sangue venoso pela técnica de aspiragéo ou
de vacuo. O volume da amostra é de 9,2 ml (dos quais 8,4 ml de sangue).

O produto destina-se a estabilizagdo imediata do cfDNA (impedimento da degradagdo do

cfDNA e da libertagdo de DNA gendmico de células nucleadas) presente no sangue. A partir

do sangue estabilizado, o plasma pode ser separado no S-Monovette® cfDNA Exact através de
centrifugagéo. O S-Monovette® cfDNA Exact normaliza a pré-andlise num sistema fechado durante o
armazenamento e o transporte da amostra.

Materiais necessarios

Para a colheita de sangue venoso e de plasma para a andlise de cfDNA, vai precisar dos
seguintes produtos, que, nalguns casos, nao fazem parte do material fornecido com o
S-Monovette® cfDNA Exact*:

®* @* e

®

Um garrote venoso, p. ex., REF 95.1006

Uma agulha de seguranga Safety-Multifly® (REF 85.1637.235, 85.1638.235,
85.1640.235 ou 85.1642.235), comprimento: 200 mm

@ Um tubo vazio/tubo a descartar (p. ex., S-Monovette® neutro ou outro
S-Monovette®) para encher o tubo flexivel da agulha de seguranga Safety-Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001

Uma tampa de centrifugagcéo para a separagao do plasma (se necessario, pode ser
encomendado em separado com a REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Manuseamento

A solucéo de estabilizagao ja existente no S-Monovette® cfDNA Exact é nociva a satde. Por isso, é
imprescindivel observar as medidas aqui prescritas para a colheita de sangue e utilizar exclusivamente os
materiais indicados nestas instrugdes de utilizagdo. Proceda primeiro a desinfecéo do local de pungao de acordo
com o plano de higiene da sua instituicdo. No caso de vdrias colheitas, 0 S-Monovette® cfDNA Exact deve ser

o Ultimo S-Monovette® a encher. A colheita de sangue com o S-Monovette® cfDNA Exact pode ser feita pela
técnica de aspiragdo ou de vacuo.

Se for usada a técnica de aspiragéo, depois de acoplado, encher o S-Monovette® cfDNA Exact puxando
lentamente a haste do émbolo.

Se for usada a técnica de vacuo, puxar a haste do émbolo até a posicéo de engate traseira ("crack") e parti-la
antes de acoplar o S-Monovette® cfDNA Exact.

O] @

/R

1) Colocar o garrote 2) Acoplar um tubo 3) Soltar o garrote 4) Manter o S-Monovette®

Venoso (compressao vazio/tubo a venoso, encher um cfDNA Exact na vertical abaixo
da veia nao superior descartar, encher de tubo vazio/tubo a do nivel do brago e acoplar.

a 30 segundos). sangue a agulha de descartar e retirar. Encher o S-Monovette®
Puncionar a veia no seguranca cfDNA Exact puxando a

local adequado. Safety-Multifly®. haste do émbolo (técnica

de aspiracao).

x5
5) Desacoplar, puxar a haste do émbolo para a 6) Misturar o preparado invertendo o
posigao de engate ("crack") e parti-la (técnica de S-Monovette® cfDNA Exact, pelo
aspiragao). menos, 5 vezes, logo a seguir a colheita

de sangue.
SARSTEDT
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S-Monovette® cfDNA Exact

Envio da amostra

O envio da amostra € feito como sangue total no tubo de colheita de sangue. Dado que a recolha da amostra

€ muitas vezes feita em local descentralizado, ha frequentemente a necessidade de fazer o transporte para

o laboratdrio. Para um transporte seguro, a SARSTEDT oferece um sistema de embalagens completo para o

S-Monovette®, que satisfaz os requisitos do regulamento sobre embalagens P 650, do ADR, do RID, da ICAO e

da IATA:

— Embalagem de protecao com compressa de absorgao (REF 78.898) e tampa (REF 65.679) como r
ecipiente secundario

— Caixa de envio (REF 95.900, 95.901 e 95.902)

— Embalagem de envio para transporte refrigerado (REF 95.995, 95.1123, 95.1124 ou 95.1625)

— Invdlucro de poliestireno expandido para transporte refrigerado (REF 95.1011)

Armazenamento de amostras

No S-Monovette® cfDNA Exact, o cfDNA da amostra de sangue permanece estavel durante, pelo menos:
— 14 diasentre 4 °C e 37 °C
N&o é possivel congelar as amostras de sangue!

Preparagao do plasma

Depois da colheita de sangue, o volume da amostra no S-Monovette® cfDNA Exact é de 9,2 ml (dos quais
8,4 ml de sangue). A separagao do plasma para a colheita do cfDNA é um processo de centrifugacao de varias
etapas, que pode ser feito, por exemplo, desta forma:

Yo e

v\

Centrifugacao Centrifugacao
—_— _—
10 min 15 min
2000-3000 x g 15000 x g

1. Substituicdo da tampa de rosca vermelha pela tampa de centrifugagao fornecida.

2. Centrifugagdo durante 10 min com 2000 - 3000 x g & temperatura ambiente.

3. Transferéncia do plasma para os recipientes de reago (p. ex., REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) ou
72.701.400 (5,0 ml)).

4. Centrifugagdo do plasma durante 15 min com 15 000 x g a temperatura ambiente.

5. Transferéncia do plasma para o recipiente novo para isolamento do cfDNA ou para armazenamento (-80 °C) até ao isolamento.

Os produtos apropriados para o isolamento de cfDNA sao:

1. Sistemas de purificagdo manuais

NucleoSpin® Plasma XS-Kit, da Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, da Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit, da Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, da ThermoFisher Scientific, REF A29319

. Sistemas de purificagao automatizados
Chemagic™ cfDNA 5k Kit H24, da Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, da Invitek Molecular, REF 2439320400

Para mais informacdes, consulte o site da SARSTEDT. SARSTEDT

e o N
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S-Monovette® cfDNA Exact

Reservados os direitos a alteragdes técnicas

Adverténcias
e Nao soltar o garrote venoso com o S-Monovette® cfDNA Exact conectado.

e O sangue e 0s respetivos componentes retirados e processados no S-Monovette® cfDNA
Exact ndo se destinam a infus&o ou a introdu¢ao no corpo humano.

e Observar as precaugdes normais ao lidar com reagentes de laboratdrio.
e Usar os S-Monovette apenas para colheita de sangue e nao para inje¢&o.

Atencao

Frases de perigo
H317 Pode provocar reacdes alérgicas na pele.

Frases de precaucao

P261 Evite inalar as poeiras/fumos/gases/névoas/vapores/aerossois.

P272 A roupa de trabalho contaminada néo pode sair do local de trabalho.
P280 Use luvas de protegdo/roupa de protegao/protecao ocular/protecao facial.
P302+P352 EM CASO DE CONTATO COM A PELE: Lave com agua em abundancia.
P321 Tratamento especifico (veja instrugdes neste rétulo).

P333+P313 Em caso de irritacdo ou erupgao cutanea: Consulte um médico.

P362+P364 Retire toda a roupa contaminada e lave a antes de usa la novamente.

P501 Descarte o conteudo/recipiente em de acordo com os regulamentos legais
de eliminacgéao.

Ficha de dados de segurangca em www.sarstedt.com

Todos os incidentes graves relacionados com o produto devem ser comunicados ao fabricante e as autoridades
nacionais competentes.

SARSTEDT AG & Co. KG N
Sarstedtstr. 1 c € STERILE ﬂ ® No caso de reutilizagao:
risco de contaminacao

D-51588 Niimbrecht
| L ===
/\/\o/’\ " \’ Armazenar a temperatura ambiente
/.'L\ N Zz

www.sarstedt.com

SARSTEDT
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Zkumavka S-Monovette® cfDNA Exact

Navod k obsluze

Ucel
Zkumavka S-Monovette® cfDNA Exact slouzi k odbéru Zilni krve aspiraéni nebo vakuovou technikou.
Objem vzorku je 9,2 ml (z toho 8,4 ml krve).

Produkt slouzi k okamzité stabilizaci cfDNA piitomné v krvi (zamezeni degradace cfDNA a uvolfovani
genomické DNA z jadernych bunék). Ze stabilizované krve je mozné ve zkumavce S-Monovette®
cfDNA Exact centrifugaci separovat plazmu. Zkumavka S-Monovette® cfDNA Exact standardizuje
preanalytiku v uzavieném systému béhem skladovani a transportu vzorku.

Potfebny material

K ziskani Zilni krve i plazmy pro analyzu cfDNA potfebujete nasleduijici produkty, pficemz nékteré z
nich nejsou soucasti baleni zkumavky S-Monovette® cfDNA Exact*:

®* @* e

®

Skrtidlo, napt. REF 95.1006

Kanyla Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 nebo
85.1642.235), délka: 200 mm

@ Prazdné/pomocna zkumavka (napf. S-Monovette® Neutral nebo jind zkumavka
S-Monovette®) pro napinéni hadicky bezpecnostni kanyly Safety-Multifly®

Zkumavka S-Monovette® cfDNA Exact, REF 01.2040.001

Centrifugacni zatka pro separaci plazmy (v pfipadé potreby Ize objednat samostatné
pod &islem REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Manipulace

Roztok se stabilizatorem obsazeny ve zkumavce S-Monovette® cfDNA Exact je zdravi $kodlivy. Z tohoto d@vodu
se tedy fidte bezpodminecné zde uvedenymi pokyny pro odbér krve a pouzivejte vylucné material pfedepsany v
tomto ndvodu k pouziti. Nejprve vydezinfikujte misto vpichu v souladu s internim hygienickymi predpisy zafizen.
Pri odbéru vice zkumavek S-Monovette® zkumavku s cfDNA Exact nabirejte v poradi vzdy jako posledni.
S-Monovette® cfDNA Exact vzdy jako posledni zkumavku S-Monovette®. Pomoci zkumavky S-Monovette® cfDNA
Exact je mozné provadét odbér krve aspiracni nebo vakuovou technikou.

Pri pouziti aspiraéni techniky zkumavku S-Monovette® cfDNA Exact po pripojeni pliite pomalym vytahovanim
pistu stfikacky.

Pri pouziti vakuové techniky pist strikacky pred pripojenim zkumavky S-Monovette® cfDNA Exact vytdhnéte az do
krajni zadni polohy (,zacvaknuti“) a odlomte.

4

A

1) Prilozte Skrtidlo 2) Pripojte prazdnou/ 3) Uvolnéte skrtidlo, 4) Zkumavku S-Monovette®
(nezaskrcuijte déle pomocnou naplrite prazdnou/ cfDNA Exact drzte svisle pod
nez 30 sekund). zkumavku, pomocnou zkumavku Urovni paze a pripojte ji.

Na vhodném misté bezpecnostni kanylu a odstrarite. Zkumavku S-Monovette®
napichnéte zilu. Safety-Multifly® cfDNA Exact naplite
naplrte krvi. vytahovanim pistu stfikacky

(aspiracni technika).

5) Odpoijte, pist stfikacky vytahnéte do krajni polohy 6) Promichejte s preparacnim Cinidlem,
(,zacvaknuti“) a odlomte (aspira¢ni technika). a to tak, Ze zkumavku S-Monovette®

cfDNA Exact ihned po odbéru krve
SARSTEDT

obrétite minimalné 5 x dnem vzharu.
20



S-Monovette® cfDNA Exact

Odeslani vzorku

Vzorky se odesilaji jako plné krev v odbérové zkumavce. Protoze se vzorky ¢asto nabiraji decentralizovang, byva
obvykle po odbéru vzorkd nutné vzorky dopravit do laboratore. Spole¢nost SARSTEDT nabizi pro bezpe¢nou
prepravu kompletni systém baleni zkumavek S-Monovette®, ktery splfiuje poZzadavky predpisu pro baleni P 650,
ADR, RID, ICAO a IATA:

— Transporni zkumavka se savou viozkou (REF 78.898) a uzaveér (REF 65.679) pro bezpecny transport

—  Zasilaci box (REF 95.900, 95.901 a 95.902)

— Zasilaci baleni pro chlazenou prepravu (REF 95.995, 95.1123, 95.1124 nebo 95.1625)

— Polystyrenovy obal pro chlazenou pfepravu (REF 95.1011)

Skladovani vzorku

Ve zkumavce S-Monovette® cfDNA Exact zUstava cfDNA v krevnim vzorku stabilni po dobu minimalné:
— 14 dni pfi 4-37 °C

Krevni vzorky nelze mrazit!

Separace plazmy

Po odbéru krve je ve zkumavce S-Monovette® cfDNA Exact 9,2 ml vzorku (z toho 8,4 ml krve). Separace plazmy
pro ziskani cfDNA je vicestupriovy centrifugacni proces, ktery se provadi napriklad takto:

Yo e

v\

Centrifugace

>

10 min
2000-3000xg

1. Vymeéna Cerveného Sroubovaciho vicka za pfiloZzenou centrifugaéni zatku.
2. Centrifugace po dobu 10 min pfi 2 000-3 000 x g pfi pokojové teplote.
3. Prenos pripadné prepipetovani plazmy do reakénich zkumavek (napt. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml)
nebo 72.701.400 (5,0 mi).
4. Centrifugace plazmy po dobu 15 min pfi 15 000 x g pfi pokojové teploté.
5. Prenos pripadné prepipetovani plazmy do novych zkumavek pro izolaci cfDNA, pfip. pro skladovani (-80 °C) az do izolace.

Vhodné produkty pro izolaci cfDNA:
1. Systémy manualni purifikace

e Souprava NucleoSpin® Plasma XS, jehla Macherey, REF 740900.50

e Souprava NucleoSnap® DNA Plasma, jehla Macherey, REF 740300.50

e Souprava QlAamp® Circulating Nucleic Acid, Qiagen, REF 55114

e Souprava MagMAX™ Cell-Free DNA Isolation, ThermoFisher Scientific, REF A29319
2. Systémy automatizované purifikace

e Souprava Chemagic™ cfDNA 5k H24, firma Perkin Elmer, REF CMG-1304
e Souprava InviMag® Free Circulating DNA/IG, firma Invitek Molecular, REF 2439320400

Dalsi informace naleznete na internetovych strankach spolecnosti SARSTEDT. SARSTEDT
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S-Monovette® cfDNA Exact

Technické zmény vyhrazeny

Varovani

Neodstrariujte Skrtidlo, dokud je zkumavka S-Monovette® cfDNA Exact pripojend.

Krev a krevni sloZzky odebirané a zpracovavané ve zkumavce S-Monovette® cfDNA Exact nelze
pouzit ke zpétné aplikaci pacientovi.

Respektujte bezpecnostni opatfeni bézna pfi manipulaci s laboratornimi reagencemi.
Zkumavky S-Monovette pouzivejte pouze k odbéru krve, ne jako injekeni stiikacky.

Varovani

Standardni véty o nebezpecénosti
H317 MiiZe vyvolat alergickou kozni reakci.

Pokyny pro bezpecéné zachazeni

P261 Zamezte vdechovani prachu/dymu/plynu/mlhy/par/aerosolt.

pP272 Kontaminovany pracovni odév neodnasejte z pracovisté.

P280 Pouzivejte ochranné rukavice/ochranny odév/ochranné bryle/obli¢ejovy
stit.

P302+P352 PRI STYKU S KUZi: Omyjte velkym mnozstvim vody.

P321 Odborné oSetreni (viz poznamky na tomto stitku).

P333+P313 Pfi podrazdeéni kiize nebo vyrazce: Vyhledejte Iékafskou pomoc/osetieni.
P362+P364 Kontaminovany odév sviéknéte a pfed opé&tovnym pouzitim vyperte.
P501 Odstrarite obsah/obal zptsobem likvidace odpadu dle platnych pravnich

norem.

Bezpecnostni list na www.sarstedt.com

V8echny zavazné incidenty tykajici se produktu musi byt oznémeny vyrobci a pfislusné statni autorité.

SARSTEDT AG & Co. KG " . S
Sarstedstr, 1 c € STERILE| R ] ® Pl opakovanéim pouit
nebezpedi kontaminace

D-51588 Niimbrecht
| L =
/\/\',/\ " === " Skladovat pfi pokojové
/.'L\ 2N % teplotéteplotéteploté

www.sarstedt.com

SARSTEDT

22



S-Monovette® cfDNA Exact

Brugsanvisning

Tilsigtet anvendelse
S-Monovette® cfDNA Exact er beregnet til vengs blodudtagning med aspirations- eller vakuumteknik.
Provevoluminet er 9,2 ml (heraf 8,4 ml blod).

Produktet er beregnet til hurtig stabilisering af det i blodet indeholdte cfDNA (forhindre degradering
af cfDNA og udskillelse af genomisk DNA fra kerneholdige celler). | S-Monovette® cfDNA Exact
kan plasma udskilles fra det stabiliserede blod vha. centrifugering. S-Monovette® cfDNA Exact
standardiserer den indledende analyse i et lukket system under opbevaring og transport af proven.

Ngodvendige materialer

Til udvinding af venast blod samt plasma til cfDNA-analysen har du brug for felgende produkter, som
til dels ikke medfelger leveringen af S-Monovette® cfDNA Exact*:

®

En arepresse, f.eks. REF 95.1006

En Safety-Multifly®-kanyle (REF 85.1637.235, 85.1638.235, 85.1640.235 eller
85.1642.235), leengde: 200 mm

@ Et lille tomt, cylindrisk rer/engangsrer (f.eks. S-Monovette® Neutral eller anden
S-Monovette®) til pafyldning af slangen pé Safety-Multifly®-kanylen
@ S-Monovette® cfDNA Exact, REF 01.2040.001

En heette til centrifugering til plasmaudskillelse (kan bestilles efter behov med
nummeret REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Handtering

Den stabilisatorveeske, der medfalger S-Monovette® cfDNA Exact, er sundhedsskadelig. Felg derfor uden
undtagelse de her foreskrevne forholdsregler under blodprevetagningen og anvend udelukkende de her
foreskrevne materialer. Desinficer forst indstiksstedet i henhold til sygehusets/klinikkens interne hygiejneforskrifter.
Ved flere blodudtagninger skal S-Monovette® cfDNA Exact altid pafyldes som sidste S-Monovette®.
Blodpravetagning med S-Monovette® cfDNA Exact kan udferes vha. aspirations- eller vakuumteknik.

Ved anvendelse af aspirationsteknikken skal S-Monovette® cfDNA Exact, efter at den er blevet tilsluttet, pafyldes
ved langsomt at treekke stemplet op.
Ved anvendelse af vakuumteknikken skal stemplet, inden S-Monovette® cfDNA Exact tilsluttes, treekkes op i den
bageste laseposition (,kneeklyd“) og breekkes af.

@

/R

1) Leeg arepressen
(venestase ikke
leengere end 30
sekunder). Udfor
venepunkturen pa et
egnet sted.

2) Tilslut det tomme,
cylindriske ror/
engangster, fyld
Safety-Multifly®-
kanylen med blod.

3) Lasn arepressen,
fyld det tomme,
cylindriske ror/
engangsror og fiern
det.

Hold S-Monovette®

cfDNA Exact lodret under
armniveauet og tilslut.

Fyld S-Monovette® cfDNA
Exact ved at treekke stemplet
op (aspirationsteknik).

5) Frakobl, treek stemplet op i laseposition (,kneeklyd“)  6) Bland praspareringen. Dette geres ved
at vende S-Monovette® cfDNA Exact pa

og breek af (aspirationsteknik).

SARSTEDT

hovedet 5 gange efter blodudtagningen.
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S-Monovette® cfDNA Exact

Tilsendelse af praven

Tilsendelse af proven skal forega som fuldblod i blodudtagningsreret. Da prover ofte foretages decentraliseret, er
det hyppigt nedvendigt efter blodudtagningen, at blodproven skal transporteres til et laboratorium. SARSTEDT
tilbyder en sikker transport med et komplet indpakningssystem til S-Monovette®, som opfylder kravene til
emballering iht. bestemmelsermne P 650, ADR, RID, ICAO og IATA:

— Beskyttelsesbeholder med sugeinleeg (REF 78.898) og lukkeanordning (REF 65.679) som sekundaer beholder
— Forsendelseskasse (REF 95.900, 95.901 & 95.902)

— Transportemballering til keletransport (REF 95.995, 95.1123, 95.1124 og 95.1625)

— EPS-hylster til keletransport (REF 95.1011)

Opbevaring af prave

| S-Monovette® cfDNA Exact bliver cfDNA af blodpraven stabil, i mindst:

— 14 dage ved 4 °C il 37 °C

Nedfrysning af blodprever er ikke mulig!

Udskillelse af plasma

Efter proveudtagningen er prevevoluminet i S-Monovette® cfDNA Exact 9,2 ml (heraf 8,4 ml blod).
Plasmaudskillelse til udvinding af cfDNA er en centrifigureringsproces i flere trin, som eksempelvis kan udferes

9 @

V\
Centrifugering Centrifugering #
— :
10 min 15 min
2.000-3.000 x g 15.000 x g

1. Udskiftning af det rede skrueldg med den vedlagte centrifugeringsheette.

2. Centrifugering i 10 min med 2.000 - 3.000 x g ved stuetemperatur.

3. Tilfersel af plasma i reaktionshastteglas (f.eks. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) og 72.701.400 (5,0 ml).
4. Centrifugering af plasma i 15 min med 15.000 x g ved stuetemperatur.

5. Tilfersel af plasma i nye reagensglas til isolering af cfDNA eller til opbevaring (-80 °C) indtil isoleringen.

Egnede produkter til cfDNA-isolering er:

1. Manuelle oprensningssystemer

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

N

. Automatiserede oprensningssystemer
Chemagic™ cfDNA 5k Kit H24, fa. Perkin ElImer, REF CMG-1304
¢ InviMag® Free Circulating DNA Kit/IG, fa. Invitek Molecular, REF 2439320400

Yderligere informationer findes p&a SARSTEDT’s hjemmeside.
SARSTEDT
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S-Monovette® cfDNA Exact

Der tages forbehold for tekniske aendringer

Advarselshenvisninger

Arepressen ma ikke lasnes, nar S-Monovette® cfDNA Exact er tilkoblet.

Blod og blodbestanddele, som udtages og forarbejdes i S-Monovette® cfDNA Exact, er ikke
egnet til infusion eller til tilforsel i menneskekroppen.

Under arbejdet med laboratoriereagenser skal de seedvanlige forsigtighedsregler overholdes.
S-Monovetter ma kun anvendes til blodudtagning og ikke til injektion.

Advarsel

Fareszetninger
H317 Kan forarsage allergisk hudreaktion.

Sikkerhedssaetninger

P261 Undga indanding af pulver/rag/gas/tage/damp/spray.
P272 Tilsmudset arbejdstoj bor ikke fjernes fra arbejdspladsen.
P280 Baer beskyttelseshandsker/beskyttelsestaj/ojenbeskyttelse/

ansigtsbeskyttelse.

P302+P352 VED KONTAKT MED HUDEN: Vask med rigeligt vand.

P321 Seerlig behandling (se henvisninger pa denne etiket).

P333+P313 Ved hudirritation eller udslet: Seg lzegehjeelp.

P362+P364 Alt tilsmudset toj tages af og vaskes inden genanvendelse.

P501 Indholdet/beholderen bortskaffes i folge lovgivningsmaessig bortskaffelse.

Sikkerhedsdatablad pa www.sarstedt.com

Alle alvorlige heendelser, der er opstaet i forbindelse med dette produkt, skal meddeles producenten og den
ansvarlige nationale myndighed.

SARSTEDT AG & Co. KG
Sarstedtstr. 1 c € STERILE ﬂ ® Ved genanvendelse:
Fare for kontamination

D-51588 Niimbrecht
Sl L ==
— 7 N Opbevares ved stuetemperatur
N T L2

www.sarstedt.com

SARSTEDT
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S-Monovette® cfDNA Exact [El

Odnyieg xproewg

2Komadg xprong
To S-Monovette® cfDNA Exact xpnotyevet yia Tn cUAAOYr GAERIKOL AlUATOG e TNV TEXVIKH
avappodnaong ) kevol. O dykog delypatog eival 9,2 mi (e Twv omoiwv 8,4 ml eivat aipa).

To TpoidV xpnoloroleital yia Tnv ageon otabeportoinon tou cfDNA mou eival mapdv oto aipa
(aroTpEmnovTag TNV urtoBaduion Tou cfDNA kat TV areAeuvBépwan yovidlwpatikol DNA artéd
Ta gpmVPNvVa KUTTAPA). To MAAoUA PTTOPE! val SIaXWPIOTEL Ard TO 0TABEPOTOINUEVO Qi OTO
S-Monovette® cfDNA Exact péow duyokevtpnong. To S-Monovette® cfDNA Exact turomnolet
TNV TIPOAVAAUTIKN SIadIkaoia og €va KAEIOTO coTNPA KATA TN SIAPKEIA TNG AIOBrKeuong Kat
ueTadopdac Tou SelyuaTog.

Amtattobpeva VAIKA

lMa N cLAAOYR PAERIKOV aiuaTog KABWGS Kal TIAAoUATog yia Tnv avaiuon cfDNA anarrouvtal
Ta akéAouBa TPOoIdVTA, TA OTIola eV PEPEL deV TIEPINAUBAVOVTAL OTO TTIAKETO AMOCTOAAG TOU
S-Monovette® cfDNA Exact*:

®* @* e

®

Mia aootatikr Tawia, m.x. KQA. 95.1006

Mia metarovda aopaieiag Safety-Multifly® (KQA. 85.1637.235, 85.1638.235,
85.1640.235 1) 85.1642.235), Mrikog: 200 mm

@ ‘Eva kevo owhnvapto/ cwAnvaplo anoppipng (.x. S-Monovette® Neutral r) aGAo
S-Monovette®) yia TNV TIARPWon Tou EVKAUTITOU CWARVA TNG TIETAAOVSAS aodpaieiac
Safety-Multifly®

S-Monovette® cfDNA Exact, KQA. 01.2040.001

‘Eva nmwpa dpuyokevTpnong yla dlaxwplopd TAAoHATOC (eAv XpeldleTal, Propei va
rnapayyeAdel Eexwplotd pe KQA. 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Xelplopog
To did\upa otabeporoinong Tou TepapRdvetal oto S-Monovette® cfDNA Exact eival eruBAaBeg yia tnv

vyeia. Zuvenwg va Tneeite onwodnNMmoTe TA PETEA TTOU KaBopifovTal edwW KATA T CUAAOYH QiIATOG Kal va
XPNOWOTIOLEITE ATTOKAEIOTIKA TA LAIKA TTIOU kaBopifovTal oTIC TIapoVoes LTMOSEIEEIG XPrionG. ATTOAUMAVETE
TIPONYOUHEVWG TO CNUEID TIAPAKEVTNONG CUPIPWVA HE TO ECWTEPIKO TIPOYPAUA LYIEVAG TOU IGPLATOC. MepileTe
T0 S-Monovette cfDNA Exact mavta TeAeuTaio oe mepimtwon MOAArAwy SelypatoAniwy pe S-Monovette®. H
oUANNoyr aipatog pe To S-Monovette® cfDNA Exact propei va mpaypatoroinBel pe Tnv TeXVIKr avappddnong f

™mv

TEXVIKI] KEVOU.

Katd t xprion g TexVIKAG avappddnong, yepiote 1o S-Monovette® cfDNA Exact petd tn olvoeon, TpaBwvTag
apyd 1o éupoAo. Katd Tn xprion TnG TEXVIKAG Kevou, Tty ouvdEaeTe To S-Monovette® cfDNA Exact TpaBri&te to
EUPBOAO PEXPL TNV THow BECN KAEIOWHATOG («KAIK») KAl ATTOOTIACTE.

4

A

1) TomoBetr\oTe TN 2) ZUuvOEOTE KEVO 3) Xahapwote TNV 4) Kpatrote 10 S-Monovette®
DAEPBIKN QUIOCTATIKY OwANVapLo/ QIUOOTATIKA Tawia, cfDNA Exact k&Beta katw
Tawia (PAEBKn OWANVAPIO yepioTe TO KeVO ano 1o enmedo Tou XEPIOL Kal
apéoTaon yla oxt anoppuPng Kat OWANVAPIO/ CWANVAPIO OULVOEQDTE.

TePIOoOTEPO AMo yepiote TNV KGvouha anopeEupng Kat lepiote TO S-Monovette®
30 SeutepoAertTa). Safety-Multifly® pe adapeaTe. cfDNA Exact tpaBwvtag tn
ExteAéoTe aipa. PABOO TOL EPRONOL (TEXVIKN
dAeBokevTnon oe avappodnong).
KATAAANAO onpeio.

® ©®

5)

ArnoouvdéaTe, TpaABRETe To EUBOAO oTn BEon
KAEIBWHATOC («KAIK») KQl ArOoTIAOTE (TEXVIKN
avappopnaong).

SARSTEDT

6) Avapeite To mapackevaoua
avakivwvtag To S-Monovette® cfDNA
Exact TOUAAXIOTOV 5 GOPEC AUECWS
HETA TN CUAAOYH AiUATOG.
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S-Monovette® cfDNA Exact

AmooToAn delypatwy

To Seiypa armooTEANETAL WG OAKO aAia OTO CWANVAPIO CUAAOYNG aipaTog. Kabwg ol detypatohnpieg
TIPAYHATOTOIOVVTAL CUXVA AMOKEVTPWHEVQ, €lval amapaitnTn N HETadopd Twv SEYPATWY OTO EQYACTHPIO PETA
TN cLAoyN aipatog. Ma v aodar petadopd N SARSTEDT napexel £va OAOKANPWHEVO CUCTNUA CUCKELAGIAG
yla To S-Monovette®, To omoio TTAnpoi TIc anartroelg TN odnyiag cuokeuaciag P 650 twv ADR, RID, ICAO kau
IATA:

— [lpooTateuTiko TIEPIEKTN pE anoppodnTikd EveeTo (KQA. 78.898) kat wpa (KQA. 65.679) wg deutepelovta
TIEPIEKTN

- Kourti amootoirg (KQA. 95.900, 95.901 kat 95.902)

— 2uokeuaoia anooToANG yia petadopd umod Yuen (KQA. 95.995, 95.1123, 95.1124 11 95.1625)

—  Onkn arno GeNCOA yia petadopd urtd Yugn (KQA. 95.1011)

AmtoBrikeuon Selypatwy

310 S-Monovette® cfDNA Exact, To cfDNA mapapével oTabepd oTo delyua aiaTtog yid TOUAAXIOTOV:
— 14 nuépecg otoug 4°C éwg 37°C

H katapuén Twv delypdtwy aiuatog dev eival duvartry!

Alaxwplopog mAdopatog

MeTd T Setypatohnyia, o dykog deiypatog oto S-Monovette® cfDNA Exact eivat 9,2 ml (ek Twv oTtoiwy
8,4 ml eival aiua). O Slaxwpopdg Tou MAAcUATog yia TN Abn Tou cfDNA eival pia dladikaoia puyokevTpnong
TIOAAAMAWY BNUATWY N ortoia dle€dyetal, yia mapadelyua, we eENg:

:/ ®duyokévtplon @ ]
e

&

>

15 Aerrta
15.000 x g

10 Aerrta

1. AVTIKATAOoTaon TOU KOKKIVOU BIBWTOU TIWHATOC HE TO TIEPINAUBAVOUEVO TIWHA GLYOKEVTPNONG.

2. ®uyokevtpnon yia 10 Aertd pe 2.000 - 3.000 x g og Beppokpacia dwyartiou.

3. Metadopd Tou MAAoHATog 0e SOKIIATKE cwAnvapia (. KQA. 72.706.200 (1,5 mi), 72.695.200 (2,0 mi) i 72.701.400 (5,0 m).
4. ®uyokévtpnon Tou Mdopatog yia 15 Aerttd pe 15.000 x g oe Beppokpacia dwuatiou.

5. Metadopd Tou mdopatog oe Ve dlanidia yia aropévwon tou ¢fDNA 1 yia arobrikeuan (-80°C) péxpt TV armopdvwaor).

Ta katdAAnAa Tpoiovta yia Tnv arnopoévwon tou cfDNA eiva:

1. Xepokivnta cuothpata kadapiopov

Kit NucleoSpin® Plasma XS, Macherey-Nagel, KQA. 740900.50

Kit NucleoSnap® DNA Plasma, Macherey-Nagel, KQA. 740300.50

QlAamp® Circulating Nucleic Acid Kit, Qiagen, KQA. 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, KQA. A29319

. AvtopatoTttoinpéva cuothipata kadapiouov
Chemagic™ cfDNA 5k Kit H24, tng etaipeiag Perkin Elmer, KQA. CMG-1304
InviMag® Free Circulating DNA Kit/IG, Tng eTaipeiag Invitek Molecular, KQA. 2439320400

Mepairépw MANpodopieg mapgxovrtal otny lotooehidba Tng SARSTEDT. S AR STEDT
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S-Monovette® cfDNA Exact

Y16 TV erupUACEN TEXVIKWY TPOTTOMOITEWY

Mpoeidotmoiioelg

*  Mnv areAeuBepWOoeTe TNV AIUOOTATIKY TAwia evoow eival cuvdedepévo To S-Monovette®
cfDNA Exact.

e Alua Kal cLOTATIKA AluaTog, Ta ornoia AapBdavovTal kat LIToRAANOVTAL OE eMEEEPYATia OTO
S-Monovette® cfDNA Exact, dev eival katédAAnAa yia €yxuon 1y eloaywyr) 0To avBpwIivo owud.

*  Tnpeite Ta KABEPWHEVA PETPA TIPODUAGENG KATA TOV XEIPIOPO avTIOPACTNPIWY £pyacTniou.
e Xpnotyoroleite Ta S-Monovette® pdvo yia GLANOYH AiJATOG Kal OX! yia Evean.

Mpoooxn

AnAWoeLg eTIKIVELYVOTNTAG

H317 Mrtopei va TipokaAéoel aAAepYIK Sepuatiki avtidpaon.

AnAwoelg podpvAagng

P261 ATIOEVYETE VA AVATIVEETE OKOVN/AVABULUIACEIG/AEPLA/CUYKEVTPWOELG
otayoviSiwv/atpoig/ekvedpwpara.

P272 Ta poAvopéva evéipata epyaciag dev TIpETEL va Byaivouv armo 1o XWpo
epyaoiag.

P280 Na popdte TTPOCTATEVTIKA YAVTIQ/TIPOCTATEVTIKA EVOUUATA/UECA ATOUIKAG

TIPOOTACIAG YIA TA PATIA/TIPOOWTTO.
P302+P352 ZE NEPINTQZH EMNA®HZ ME TO AEPMA: MAOvTe pe adpBovo vepo.
P321 Xpelaletal 181k aywyn (BAETE ZNUEWOELG OTNV ETIKETQ).
P333+P313 Edv mapatnpnOei epeblopodg Tou d€puatog ) epdavioTei e€avonua:
ZupPBouleuvBeite/EmiokedOeite ylatpo.
P362+P364 BydAte ta poAuopéva polxa Kat TIAUVTE T TIPV Ta §AvVayPnOLUOTIO|OETE.
P501 ATOppdn TOL TIEPIEXOUEVOU/TIEPIEKTN CUUPWVA LIE TOUG VOULIKOUG
KAVOVIOPOUG  TNG d1dbeong.

DOANO dedopévwv acpaleiag oto www.sarstedt.com

‘ONa ta oopapd MepIoTaTIKA TIOL AdOPOLV TO TIPOIOV BA TIPEMEL VA KOIVOTIOIOVVTAL OTOV KATAOKEUAOTH KAl OTNV
apuodia ebvikr apxn.

SARSTEDT AG & Co. KG .
Sarstedtstr. 1 c € STERILE ﬂ ® e nepimwon
enavaypnoiponoinonc:

D-51588 Niimbrecht T !
KivOuvog poAuvong

www.sarstedt.com .
Qo L == " "
//O\ " N ) Anobrikeuon oe Beppokpacia
/.'L\ = Z Swpariov

SARSTEDT
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S-Monovette® cfDNA Exact [E

Instrucciones de uso

Uso previsto

La S-Monovette® cfDNA Exact se utiliza para la extraccién de sangre venosa mediante la técnica de
aspiracion o de vacio. El volumen de muestras es de 9,2 ml (de los que 8,4 ml son sangre).

El producto esta destinado a la estabilizacién inmediata del cfDNA presente en la sangre (prevencion
de la degradacién del cfDNA y de la liberacion del ADN gendmico de células nucleadas). En la
S-Monovette® cfDNA Exact se puede separar mediante centrifugado el plasma de la sangre
estabilizada. La S-Monovette® cfDNA Exact estandariza la preanalitica en un sistema cerrado
durante el aimacenamiento y transporte de la muestra.

Materiales necesarios

Para obtener sangre venosa y plasma para el andlisis del cfDNA, necesitara los siguientes productos,
no incluidos con la compra de la S-Monovette® cfDNA Exact*:

®

®* @* e

Un torniquete venoso, p. €., REF 95.1006

Una aguja de seguridad Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 o
85.1642.235), longitud: 200 mm

@ Un tubo neutro/para desechar (p. gj., S-Monovette® neutra u otra S-Monovette®)
para llenar el tubo de la aguja de seguridad Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001
Un tapon de centrifugado para la separacion del plasma (REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Utilizacion
La solucion estabilizante presente en la S-Monovette® cfDNA Exact es perjudicial para la salud. Por lo tanto,
es imprescindible que siga las medidas prescritas aqui para la obtencién de sangre y utilice exclusivamente
los materiales prescritos en estas instrucciones de uso. Desinfecte previamente la zona de puncion segun el
plan de higiene interno. En extracciones muiltiples, la S-Monovette® cfDNA Exact siempre debe ser la Ultima
S-Monovette® que se llene. La extraccion de sangre con la S-Monovette® cfDNA Exact se puede realizar
mediante la técnica de aspiracion o de vacio.
Si utiliza la técnica de aspiracion, llene la S-Monovette® cfDNA Exact tras conectarla tirando lentamente del
émbolo.
Si utiliza la técnica de vacio tire del émbolo hasta que quede fijao en la base y rémpalo antes de conectar la
S-Monovette® cfDNA Exact.

R

1) Aplique el torniquete  2) Conecte el tubo

venoso (N0 mas

de 30 segundos).
Realice la
venopuncion en una
zona adecuada.

neutro/para
desechar, llene la
aguja de seguridad
Multifly® con sangre.

3) Suelte el torniquete 4) Sujete la S-Monovette® cfDNA

venoso, llene el tubo Exact verticaimente por debajo
neutro/para desechar del nivel del brazo y conéctela.
y retirelo. Llene la S-Monovette® cfDNA

Exact tirando del émbolo
(técnica de aspiracion).

5) Desconéctela, fijle el émbolo en el fondo y rdmpalo  6) Mezcle la preparacion; invierta la
(“crac”) (técnica de aspiracion).

SARSTEDT

S-Monovette® cfDNA Exact como
minimo 5 veces inmediatamente
después de la extraccion de sangre.
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S-Monovette® cfDNA Exact

Envio de muestras

La muestra se envia como sangre completa en el tubo de extraccion de sangre. Dado que la extraccion de
muestras se suele realizar de forma descentralizada, a menudo es necesario transportar las muestras al
laboratorio después de la extraccion de sangre. Para un transporte seguro, SARSTEDT ofrece un sistema de
embalaje completo para la S-Monovette® que cumple los requisitos de la norma de embalaje P 650 de ADR, RID,
ICAO e IATA:

— Recipiente protector con plantilla absorbente (REF 78.898) y tapdn (REF 65.679) como recipiente
secundario

— Caja de envio (REF 95.900, 95.901 y 95.902)

— Caja de envio para transporte refrigerado (REF 95.995, 95.1123, 95.1124 0 95.1625)

— Funda de pdrex para transporte refrigerado (REF 95.1011)

Almacenamiento de muestras

En la S-Monovette® cfDNA Exact, el cfDNA de la muestra de sangre permanece estable, al menos durante:
- 14 dias entre 4y 37 °C
iLas muestras de sangre no se deben congelar!

Separacion del plasma

Tras la extraccion de la muestra, el volumen muestra en en la S-Monovette® cfDNA Exact es de 9,2 ml (de los
que 8,4 ml son sangre). La separacion del plasma para la obtencion del cfDNA es un proceso de centrifugado de
varias etapas, que a modo de ejemplo, se realiza de la manera siguiente:

Lo e
Centrifugado Centrifugado . M
> . e

B :
\
D Yy v
10 min 15 min
2.000 -3.000 g 15.000 g

. Sustitucion del tapdn roscado por el tapdén de centrifugado suministrado.

. Centrifugado durante 10 minutos a 2.000 - 3.000 g a temperatura ambiente.

. Transferencia del plasma a microtubos (p. €j., REF 72.706.200 [1,5 ml], 72.695.200 [2,0 ml] 0 72.701.400 [5,0 ml]).

. Centrifugado del plasma durante 15 minutos a 15.000 g a temperatura ambiente.

. Transferencia del plasma a nuevos recipientes para el aislamiento del cfDNA o para el almacenamiento (-80 °C) hasta el
aislamiento.

[SBF =N R

Productos adecuados para el aislamiento del cfDNA son:

1. Sistemas de purificacion manuales

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Sistemas de purificacion automatizados
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

Encontrara informacion detallada en el sitio web de SARSTEDT. SARSTEDT

e o N
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S-Monovette® cfDNA Exact

Modificaciones técnicas reservadas

Advertencias

¢ No afloje el torniquete venoso mientras esté conectada la S-Monovette® cfDNA Exact.

e Lasangrey los componentes sanguineos extraidos y procesados en la S-Monovette® cfDNA
Exact no son adecuados para la infusién o introduccién en el cuerpo humano.

e Deben observarse las precauciones habituales para la manipulacion de reactivos de

laboratorio.

e Use las S-Monovette® solo para la extraccion de sangre y no para inyeccion.

Atencion

Indicaciones de peligro

H317

Advertencias

P261
P272

P280
P302+P352
P321
P333+P313
P362+P364
P501

Puede provocar una reaccion alérgica en la piel.

Evitar respirar el polvo/el humo/el gas/la niebla/los vapores/el aerosol.
Las prendas de trabajo contaminadas no podran salir del lugar de
trabajo.

Llevar guantes/prendas/gafas/mascara de proteccion.

EN CASO DE CONTACTO CON LA PIEL: Lavar con abundante agua.

Se necesita un tratamiento especifico (ver notas en esta etiqueta).

En caso de irritacion o erupcion cutanea: Consultar a un médico.
Quitar las prendas contaminadas y lavarlas antes de volver a usarlas.
Eliminar el contenido/el recipiente en de acuerdo con la normativa legal
de eliminacién.

Ficha de datos de seguridad en www.sarstedt.com

Cualquier incidente grave relacionado con el producto debe ser notificado al fabricante y a la autoridad nacional

competente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

sterie[ R || (R En caso de reutizacien:
D-51588 Numbrecht peligro de contaminacion

www.sarstedt.com

Sl L ==
//oT T 'Q’ Almacenar a temperatura ambiente
‘a S z

SARSTEDT

34



S-Monovette® cfDNA Exact

Kasutusjuhend

Kasutusotstarve

Katsutit S-Monovette® cfDNA Exact kasutatakse veenivere kogumiseks aspiratsiooni- voi
vaakumtehnikaga. Proovi maht on 9,2 ml (sellest 8,4 ml on veri).

Toode véimaldab veres sisalduva cfDNA kohest stabiliseerimist (ennetab cfDNA lagunemist ja
genoomse DNA vabanemist tuumaga rakkudest). Stabiliseeritud verest saab katsutis S-Monovette®
cfDNA Exact tsentrifuugimisega plasma eraldada. S-Monovette® cfDNA Exact standardiseerib
preanallittikat kinnises stisteemis proovi séilitamise ja transportimise ajal.

Vajalikud materjalid

cfDNA analllisi veenivere ja plasma saamiseks vajate jargmisi tooteid, millest méned ei kuulu katsuti
S-Monovette® cfDNA Exact tarnekomplekti*:

®* @* e

®

Uks Zgutt, nt REF 95.1006

Uks kan(ilil Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 voi
85.1642.235), pikkus: 200 mm

@ Uks tiihi / tihekordselt kasutatav katsuti (nt S-Monovette® Neutral v&i muu
S-Monovette®) kantdli Safety-Multifly® vooliku taitmiseks

S-Monovette® cfDNA Exact, REF 01.2040.001
Uks tsentrifuugimiskork plasma eraldamiseks (vajadusel eraldi tellitav, REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Kasutamine

Katsutis S-Monovette® cfDNA Exact eelsisalduv stabiliseerimislahus on tervisele kahjulik. Seetéttu on
hadavajalik, et jargite siin esitatud verevotu meetmeid ja kasutate ainult selles kasutusjuhendis esitatud materjale.
Desinfitseerige punktsioonikoht eelnevalt vastavalt asutusesisesele hligieeniprotseduurile. Mitme katsutiga
proovivotul taitke S-Monovette® cfDNA Exact alati vimasena katsutite S-Monovette® hulgast. Katsutiga
S-Monovette® cfDNA Exact proovivatt vaib toimuda aspiratsiooni- voi vaakumtehnikaga.

Aspiratsioonitehnika kasutamisel taitke katsuti S-Monovette® cfDNA Exact pérast Uhendamist kolvivarrast

aeglaselt Ulestormmates.

Vaakumtehnoloogia kasutamisel tommake kolvivarras enne katsuti S-Monovette® cfDNA Exact Uhendamist
tagumisse kinnitusasendisse (,kl6psatus®) ja murdke lahti.

A

4

1) Paigaldage zgutt 2) Uhendage tihi

(zgutt ei tohi olla / Uhekordselt

peal Ule 30 sekundi). kasutatav katsuti,

Punkteerige veeni taitke kanudl

sobivas kohas. Safety-Multifly®
verega.

3) Avage zgutt, taitke 4) Hoidke katsutit S-Monovette®

tUhi / Uhekordselt cfDNA Exact vertikaalselt
kasutatav katsuti ja kaekorgusest madalamal ja
eemaldage. Uhendage see.

Taitke kolvivarrast
Ulestbmmates katsuti
S-Monovette® cfDNA Exact
(aspiratsioonitehnika).

5) Uhendage lahti, tommake kolvivarras
kinnitusasendisse (,kldpsatus®) ja murdke
(aspiratsioonitehnika).

SARSTEDT

6) Segage preparaati, keerates katsutit
S-Monovette® cfDNA Exact kohe parast
verevottu 5 x Umber.
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S-Monovette® cfDNA Exact

Proovi saatmine

Proovi saatmine toimub téisverena verevotukatsutis. Kuna proovivott pole sageli tsentraliseeritud, on sageli vaja
proov péarast verevottu laborisse transportida. Ohutuks transpordiks pakub SARSTEDT katsuti S-Monovette®
taielikku tarnekomplekti, mis vastab nduetele pakendamise eeskirjas P 650, ADR, RID, ICAO ja IATA:

— Absorbendiga kaitsemahuti (REF 78.898) ja kork (REF 65.679) sekundaarkatsutina

— Tarnekarp (REF 95.900, 95.901 ja 95.902)

— Jahutatud transpordi tarnepakend (REF 95.995, 95.1123, 95.1124 voi 95.1625)

— Jahutatud transpordi vahtpolUstUroolist kate (REF 95.1011)

Proovi sailitamine

Vereproovi cfDNA on katsutis S-Monovette® cfDNA Exact stabiilne vahemalt:
— 14 péeva temperatuuril 4 °C kuni 37 °C
Vereproovi klimutamine ei ole voimalik!

Plasmaeraldus

Parast proovivéttu on proovi maht katsutis S-Monovette® cfDNA Exact 9,2 ml (sellest 8,4 ml on veri). Plasma
eraldamine cfDNA saamiseks on mitmeastmeline tsentrifuugimisprotsess, mis viiakse l&bi néiteks jargmiselt:

Tsentrifuugimine i Tsentrifuugimine
E—— _—
10 min 15 min
2000-3000 x g 15000 x g

1. Asendage punane keeratav kork kaasas oleva tsentrifuugimiskorgiga.

2. Tsentrifuugige toatemperatuuril 10 min 2000 — 3000 x g juures.

3. Kandke plasma Ule reaktsioonianumatesse (nt REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) v&i 72.701.400 (5,0 mi).
4. Tsentrifuugige plasmat toatemperatuuril 15 min 15 000 x g juures.

5. Kandke plasma cfDNA isoleerimiseks voi séilitamiseks (-80 °C) kuni isoleerimiseni uutesse anumatesse.

cfDNA isoleerimiseks sobivad tooted on:

1. Manuaalsed puhastusststeemid

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automaatsed puhastusststeemid
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

e o N

Lisateavet leiate ettevotte SARSTEDT veebilehelt.
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S-Monovette® cfDNA Exact

Ette voib tulla tehnilisi muudatusi

Hoiatused

Arge avage Zgutti, kui S-Monovette® cfDNA Exact on (ihendatud.

Katsutisse S-Monovette® cfDNA Exact voetavad ja toodeldavad veri ja verekomponendid ei ole
moeldud infundeerimiseks vai inimese kehasse vimiseks.

Laborireaktiivide kasitsemisel tuleb jargida tavapéraseid ettevaatusabindusid.
Kasutage katsuteid S-Monovette ainult verevotuks mitte slistimiseks.

Hoiatus

Ohulaused
H317 Vo6ib pdhjustada allergilist nahareaktsiooni.

Hoiatuslaused

P261 Valtida tolmu/suitsu/gaasi/udu/auru/pihustatud aine sissehingamist.
P272 Saastunud t66réivaid téokohast mitte vélja viia.

P280 Kanda kaitsekindaid/kaitserdivastust/kaitseprille/kaitsemaski.
P302+P352 NAHALE SATTUMISE KORRAL: pesta rohke veega.

P321 Nouab eriravi (vt markmed kaesoleval etiketil).

P333+P313 Nahaarrituse voi [66be korral: pé6érduda arsti poole.
P362+P364 Votta seljast saastunud réivad ja pesta enne korduskasutust.
P501 Sisu/mahuti kdrvaldada vastavalt utiliseerimise seadustele.

Ohutuskaart veebilehel www.sarstedt.com

Kaigist tootega seotud tosistest juntumitest tuleb teavitada tootjat ja padevat riiklikku asutust.

SARSTEDT AG & Co. KG
Sarstedtstr. 1 c € STERILE ﬂ ® Taaskasutuse korral:
saastumisoht

D-51588 Niimbrecht
Qo L == A
= 7 N Hoidke toatemperatuuril
N T L2

www.sarstedt.com

SARSTEDT
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S-Monovette® cfDNA Exact

Mode d’emploi

Destination
Le tube S-Monovette® cfDNA Exact est utilisé pour le prélevement de sang veineux par aspiration ou
sous vide. Le volume d’échantillon est de 9,2 ml (dont 8,4 ml de sang).

Le produit sert a la stabilisation immédiate du cfDNA contenu dans le sang (prévention de la
dégradation du cfDNA et libération de ’ADN génomique contenu dans les cellules nucléées). Le
plasma contenu dans le sang stabilisé du tube S-Monovette® cfDNA Exact peut étre séparé par
centrifugation. Le tube S-Monovette® cfDNA Exact standardise la procédure préanalytique dans un
systéme clos au cours du stockage et du transport de I’échantillon.

Matériel requis

Les produits suivants ne sont pas fournis avec le tube S-Monovette® cfDNA Exact sont nécessaires
au prélevement de sang veineux ainsi que de plasma pour I'analyse du cfDNA* :

®* @* e

®

Un garrot, par ex. REF 95.1006

Une épicranienne de sécurité Safety-Multifly® (REF 85.1637.235, 85.1638.235,
85.1640.235 ou 85.1642.235), longueur : 200 mm

@ Un tube a vide (par ex. S-Monovette® Neutre ou un autre tube S-Monovette®) pour
remplir la tubulure de I‘épicranienne de sécurité Safety-Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001

Un bouchon (REF 65.729) peut étre commandé séparément pour le rebouchage,
lors de la phase de séparation du plasma par centrifugation

SARSTEDT
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S-Monovette® cfDNA Exact

Manipulation

La solution de stabilisation contenue dans le tube S-Monovette® cfDNA Exact est nocive pour la santé. Il est
donc impératif de suivre les mesures prescrites ici dans le cadre du prélevement de sang et de ne se servir que
du matériel prescrit dans la présente notice d’utilisation. Commencer par désinfecter le point de ponction selon
votre procédure interne. Toujours rempilir le tube S-Monovette® cfDNA Exact en derier en cas de prélévement
multiple. Le prélévement de sang au moyen du tube S-Monovette® cfDNA Exact peut se faire par aspiration ou
sous vide.
Dans le cadre du prélévement par aspiration, remplir le tube S-Monovette® cfDNA Exact, aprés sa connexion, en
tirant lentement le piston.
En cas de prélévement sous vide, tirer le piston avant de connecter le tube S-Monovette® cfDNA Exact jusqu’en
position d’enclenchement et le casser (« clac »).

4

A

1)

Poser le garrot (ne 2) Raccorder un tube, 3) Desserrer le garrot, 4) Tenir le tube S-Monovette®

pas prolonger la remplir la tubulure
compression au-dela de I‘épicranienne de
de 30 secondes). sécurité Safety-
Réaliser une Multifly® de sang.

ponction veineuse
sur le site approprié.

remplir le tube et le cfDNA Exact a la verticale
retirer. sous le niveau du bras et le
raccorder.

Remplir le tube S-Monovette®
cfDNA Exact en tirant le piston
(aspiration).

5)

Déconnecter le tube, tirer le piston en position
d’enclenchement et le casser (« clac ») (aspiration).

SARSTEDT

6)

Retourner le tube S-Monovette®
cfDNA Exact au moins 5 fois pour bien
mélanger la préparation a I‘échantillon
de sang et ce directement aprés le
préléevement.
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S-Monovette® cfDNA Exact

Expédition d’échantillons

L’expédition d’échantillons se fait a partir des tubes de prélévement de sang total. Les prélévements ayant

souvent lieu de maniere décentralisée, un transport des échantillons au laboratoire s’avere souvent nécessaire.

Afin de garantir un transport sr, SARSTEDT propose un systeme de conditionnement complet pour le tube

S-Monovette® qui satisfait les exigences de I'instruction d’emballage P 650, des reglements ADR, RID, ICAO et

IATA :

— Récipient de protection avec matiere absorbante (REF 78.898) et bouchon (REF 65.679) servant de récipient
secondaire

- Boite d’expédition (REF 95.900, 95.901 et 95.902)

— Emballage d’expédition pour transport réfrigéré (REF 95.995, 95.1123, 95.1124 ou 95.1625)

— Emballage en polystyrene expansé pour transport réfrigéré (REF 95.1011)

Conservation d’échantillons

Dans le tube S-Monovette® cfDNA Exact, le cfDNA reste stable dans I'échantillon de sang pendant au moins :
— 14 jours entre 4°C et 37°C

La congélation des échantillons de sang n’est pas possible !

Séparation du plasma

Suite au prélévement, le volume de I'échantillon dans le tube S-Monovette® cfDNA Exact est de 9,2 ml (dont
8,4 ml de sang). La séparation du plasma en vue du recueil du cfDNA est un processus de centrifugation a
plusieurs niveaux qu’il est par exemple possible de réaliser de la maniéere suivante :

= Centrifugation @ /
_—

&

>

15 min
15000 x g

10 min

. Remplacement du bouchon & vis rouge par le bouchon de centrifugation joint.

. Centrifugation pendant 10 minutes a 2000 — 3000 x g a température ambiante.

. Transfert du plasma dans des tubes a réaction (par ex. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) ou 72.701.400 (5,0 ml).

. Centrifugation du plasma pendant 15 min & 15 000 x g a température ambiante.

. Transfert du plasma dans de nouveaux tubes en vue de I'extraction du cfDNA ou du stockage (-80 °C) en attente de
I'extraction.

[SBF NI R

Produits qui conviennent a I‘extraction du cfDNA :

1. Systemes de purification en techniques manuelles

NucleoSpin® Plasma XS Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Systémes de purification automatisés
Chemagic™ cfDNA 5k Kit H24, société Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, société Invitek Molecular, REF 2439320400

De plus amples informations sont disponibles sur le site web SARSTEDT. S AR STE DT
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S-Monovette® cfDNA Exact

Sous réserve de modifications techniques

Avertissements

¢ Ne pas desserrer le garrot pendant que le tube S-Monovette® cfDNA Exact est connecté.

e Le sang et les composants sanguins prélevés et traités dans le tube S-Monovette® cfDNA
Exact ne sont ni destinés a la perfusion ni a une introduction dans I'organisme humain.

e Priere de respecter les mesures de précaution courantes appliquées a la manipulation de
réactifs de laboratoire.

e Nutiliser les tubes S-Monovette qu’a des fins de prélévement sanguin et non a des fins

d‘injection.

Attention

Mentions de danger

H317

Peut provoquer une allergie cutanée.

Conseils de prudence

P261

P272

P280

P302+P352
P321
P333+P313
P362+P364
P501

Eviter de respirer les poussiéres/fumées/gaz/brouillards/vapeurs/
aérosols.

Les vétements de travail contaminés ne devraient pas sortir du lieu de
travail.

Porter des gants de protection/des vétements de protection/un
équipement de protection des yeux/du visage.

EN CAS DE CONTACT AVEC LA PEAU: Laver abondamment a I‘eau.
Traitement spécifique (voir remarques sur cette étiquette).

En cas d‘irritation ou d‘éruption cutanée: Consulter un médecin.
Enlever les vétements contaminés et les laver avant réutilisation.
Eliminer le contenu/récipient dans site d‘élimination des déchets
conformément aux réglementations Iégales.

Fiche de données de sécurité sur www.sarstedt.com

Tous les incidents graves survenant en rapport avec le produit doivent étre signalés au fabricant et a I'autorité natio-

nale compétente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

sterie[ R || (R En cas de rutiisation:
D-51588 Numbrecht risque de contamination

www.sarstedt.com

R P Py R .
//oT T 'Q’ Conserver a température ambiante
‘a S z

SARSTEDT
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S-Monovette® cfDNA Exact

Uputa za upotrebu

Svrha primjene
S-Monovette® cfDNA Exact sluzi venskom uzimaniju krvi s tehnikom aspiracije ili vakuuma. Volumen
uzorka iznosi 9,2 ml (od toga 8,4 ml krvi).

Proizvod sluzi hitnom stabiliziranju cfDNA koja se nalazi u krvi (sprie¢avanje degradiranja cfDNA i
oslobadanje genomske DNA iz stanica s jezgrom). Iz stabilizirane se krvi u S-Monovette® cfDNA
Exact plazma moZze odvaojiti centrifugom. S-Monovette® cfDNA Exact standardizira preanalitiku u
zatvorenom sustavu tijiekom pohrane i transporta uzorka.

Potrebni materijali

Za dobivanje venske krvi poput plazme za cfDNA analitiku neophodni su Vam sliedeci proizvodi koji
djelomice nisu sadrzani u opsegu isporuke S-Monovette® cfDNA Exact*:

®

Poveska za uzimanje krvi, npr. REF 95.1006

Safety-Multifly® kanila (REF 85.1637.235, 85.1638.235, 85.1640.235 ili
85.1642.235), duljina: 200 mm

@ Prazna/jednokratna epruveta (npr. S-Monovette® Neutral ili druga S-Monovette®) za
punjenje crijeva Safety-Multifly® kanile
@ S-Monovette® cfDNA Exact, REF 01.2040.001

Kapica za centrifugu za odvajanje plazme (po potrebi se zasebno moze naruditi pod
REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Rukovanje

Otopina stabilizatora koja se nalazi u S-Monovette® cfDNA Exact Stetna je za zdravlje. Stoga se obvezno
pridrzavajte ovdje propisanih mjera pri uzimanju krvi i upotrebljavajte iskljucivo materijale koji su propisani u

ovoj uputi za uporabu. Dezinficirajte najprije mjesto punkcije sukladno s internim higijenskim planom ustanove.
S-Monovette® cfDNA Exact pri viSestrukom uzimanju uviiek napunite kao posliednju S-Monovette®. Uzimanje krvi
sa S-Monovette® cfDNA Exact moze se provesti s tehnikom aspiracije ili tehnikom vakuuma.

Pri primjeni tehnike aspiracije S-Monovette® cfDNA Exact napunite nakon povezivanja tako $to ¢ete lagano
izviaciti klipnjacu.

Pri primjeni tehnike vakuuma prije povezivanja S-Monovette® cfDNA Exact povucite klipnjau u straznji uskocni
polozaj (da uskljocne) i prelomite je.

R

1) Postavite povesku 2) Spojite praznu/ 3) Otpustite povesku za 4) Drzite S-Monovette® cfDNA

za uzimanije krvi jednokratnu uzimanije krvi, napunite Exact okomito ispod razine
(stezanje vene epruvetu, napunite praznu/jednokratnu ruke i povezite je.

ne smije potrajati Safety-Multifly® epruvetu i uklonite je. Napunite S-Monovette® cfDNA
dulje od 30 kanilu krviju. Exact izvlacenjem klipnjace
sekundi). Provedite (tehnika aspiracije).

venepunkciju na
prikladnom mjestu.

5) Odspajite, izvucite klipnjacu u uskoc¢ni polozaj (da 6) IzmijeSajte preparaciju, u tu svrhu
uskljocne) i prelomite je (tehnika aspiracije). S-Monovette® cfDNA Exact izravno

nakon uzimanja uzorka krvi preokrenite
SARSTEDT

naopacke najmanje 5 x.
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S-Monovette® cfDNA Exact

Slanje uzorka

Slanje uzorka provodi se u vidu pune krvi u epruveti za uzimanje krvi. Buduci da se uzimanje uzorka cesto
provodi decentralizirano, nakon uzimanja krvi esto je potreban transport uzorka do laboratorija. Za siguran
transport tvrtka SARSTEDT na raspolaganje stavlja kompletan sustav pakiranja za S-Monovette® koji udovoljava
zahtjevima propisa o pakiranju P 650, zatim ADR, RID, ICAO i IATA:

— zastitna posuda s usisnim umetkom (REF 78.898) i zatvara¢ (REF 65.679) kao sekundarna posuda
- kutija za slanje (REF 95.900, 95.901 i 95.902)

— ambalaza za slanje za hladni transport (REF 95.995, 95.11283, 95.1124 ili 95.1625)

— stiroporna ambalaza za hladni transport (REF 95.1011)

Pohrana uzorka

U S-Monovette® cfDNA Exact cfDNA u uzorku krvi ostaje stabilna tijekom najmanje:
— 14 danana 4°C do 37°C
Zamrzavanje uzoraka krvi nije moguce!

Odvajanje plazme

Nakon uzimanja uzorka volumen uzorka u S-Monovette® cfDNA Exact iznosi 9,2 ml (od toga 8,4 ml krvi).
Odvajanje plazme radi dobivanja cfDNA je viSerazinski proces centrifuge koji se primjerice provodi na sliedeci

nadin:
P @x

J

Centrifuga Centrifuga
I
10 min 15 min
2.000-3.000 x g 15.000x g

1. Zamijeniti crveni navojni poklopac prilozenom kapicom za centrifugu.

2. Centrifugirati tijiekom 10 min s 2.000 — 3.000 x g na sobnoj temperaturi.

3. Prenijeti plazmu u reakcijsku posudu (npr. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) ili 72.701.400 (5,0 ml).
4. Centrifugirati plazmu tijekom 15 min. s 15.000 x g na sobnoj temperaturi.

5. Prenijeti plazmu u nove posude radi izolacije cfDNA odn. pohrane (-80°C) do izolacije.

Prikladni proizvodi za izolaciju cfDNA su:

1. Rucéni sustavi za ¢iSéenje

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automatizirani sustavi za ¢iS¢enje
Chemagic™ cfDNA 5k Kit H24, proizvodaca Perkin Eimer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, proizvodaca Invitek Molecular, REF 2439320400

e o N

Daljnje ¢ete informacije pronaci na web lokaciji tvrtke SARSTEDT.
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S-Monovette® cfDNA Exact

Pravo na tehnicke izmjene pridrzano

Napomene s upozorenjima

Nemojte opustiti povesku za uzimanije krvi dok je S-Monovette® cfDNA Exact spojena.

Krv i sastojci krvi koji su uzeti u S-Monovette® cfDNA Exact i koji se obraduju nisu prikladni za
infuziju ili uvodenje u ljudsko tijelo.

Obvezno je pridrZzavati se uobi¢ajenih mjera opreza pri rukovanju laboratorijskim reagensima.
Upotrebljavajte S-Monovette samo za uzimanije krvi, a ne za ubrizgavanje.

Upozorenje

Oznake upozorenja
H317 Moze izazvati alergijsku reakciju na kozi.

Oznake obavijesti

P261 Izbjegavati udisanje prasine/dima/plina/magle/pare/aerosola.

P272 Zagadena radna odje¢a ne smije se iznositi izvan radnog prostora.
P280 Nositi zastitne rukavice/zastitno odijelo/zastitu za oci/zastitu za lice.
P302+P352 U SLUCAJU DODIRA S KOZOM: oprati velikom koli¢&inom vode.

P321 Potrebna je posebna lije¢ni¢ka obrada (vidi biljeSke na ovoj naljepnici).

P333+P313 U slué¢aju nadrazaja ili osipa na kozi: zatraziti savjet/pomoc¢ lije¢nika.
P362+P364 Skinuti zagadenu odjecu i oprati je prije ponovne uporabe.
P501 Odloziti sadrzaj/spremnik u/na prema zakonskim propisima zbrinjavanja.

List s podatcima o sigurnosti pronadite na www.sarstedt.com

Sve ozbiline incidente s ovim proizvodom treba prijaviti proizvodacu i nadleznoj nacionalnoj ustanovi.

SARSTEDT AG & Co. KG .
Sarsteditstr. 1 STERILE ﬂ % U sluéaju ponovne uporabe:
opasnost od kontaminacie

D-51588 Niimbrecht
Al P = v
/7'/\ " === " Cuvati na sobnoj temperaturitemperaturi
/.'L\ N Zz

www.sarstedt.com
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S-Monovette® cfDNA Exact

Hasznalati utasitas

Rendeltetés

Az S-Monovette® cfDNA Exact rendeltetése a vénas vérvétel az aspiracios vagy a
vakuumtechnikaval. A minta térfogata 9,2 ml (ebbdl 8,4 ml vér).

A termék a vérben jelenlevé cfDNA azonnali stabilizélasara (a cfDNA lebomlasanak
megakaddlyozasara és a genomikus DNS magos sejtekbdl valo felszabaditdsara) szolgal. Az
S-Monovette® cfDNA Exact cs6ben stabilizalt vérbdl centrifugaléssal elkilonithetd a plazma. Az
S-Monovette® cfDNA Exact a minta széllitdsa és tarolésa alatt zart rendszerben szabvanyositja a
preanalitikéat.

Sziikséges anyagok

A cfDNA-analizishez szlikséges vénas Vér, illetve a plazma levételéhez az aldbbi, az S-Monovette®
cfDNA Exact *szallitmanyban jelenleg nem tartalmazott anyagokra lesz szliksége:

®

Egy vénas érszoritd, pl. REF 95.1006

Egy Safety-Multifly®-kantl (REF 85.1637.235, 85.1638.235, 85.1640.235 vagy
85.1642.235), Hossz: 200 mm

@ Egy Ures/eldobhaté csé (pl. S-Monovette® Neutral vagy més S-Monovette®) a Safety-
Multifly®-kandl tomliéjének megtoltésére

S-Monovette® cfDNA Exact, REF 01.2040.001

Egy centrifugakupak a plazmalevélasztashoz (szlkség szerint killdn megrendelhetd
REF 65.729 szammal)

SARSTEDT
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S-Monovette® cfDNA Exact

Kezelés

Az S-Monovette® cfDNA Exact cs6be eldre betoltott stabilizald oldat az egészségre drtalmas. Ezért a vérvételnél
feltétlendl kdvesse az itt eldirt intézkedéseket és kizardlag csak az ebben a haszndlati utasitasban el&irt
anyagokat haszndlja. EI8szor fertStlenitse a szdras helyét a hdzon bellli higiéniai eléirdsok szerint. Tobbszoros
vérvétel esetén mindig az S-Monovette® cfDNA Exact cs6 legyen az utoljdra megtoltott S-Monovette® csé. Az
S-Monovette® cfDNA Exact esetén a vérvétel torténhet aspirdcios tehcnikaval vagy vakuumtechnikaval.
Aspiracios technika alkalmazasa esetén csatlakoztatds utan a dugattyurud lassu felhuzasaval téltse meg az
S-Monovette® cfDNA Exact csovet.

Véakuumtechnika alkalmazésa esetén csatlakoztatas el6tt az S-Monovette® cfDNA Exact dugattyurudiat fel kell
huzni a hatso beilleszkedési (kattanasi) helyzetbe, majd le kell témi.

O] @

/R

4

A

1) Tegye fel a vénas 2) Csatlakoztassa 3) Oldja ki a vénas 4) Csatlakoztassa az
érszoritot (vénas az Ures/eldobhatd érszoritdt, téltse meg S-Monovette® cfDNA Exact
szoritét legfeliebb csovet, toltse meg és vegye le az Ures/ csovet a kar szintje alatt
30 méasodpercig). vérrel a eldobhato csovet. merdlegesen tartva.

Hajtsa végre a vénas Safety-Multifly®- A dugattyurud felnuzasaval
szurast a megdfeleld kandlt. toltse meg az S-Monovette®
helyen. cfDNA Exact csdvet

(aspiracios technika).

x5

5) Csatlakoztassa le, hizza a dugattydrudat a 6) Keverje 6ssze a készitményt, ehhez
beilleszkedési (kattanasi) helyzetbe, majd torje le kdzvetlenll a vérvétel utan forditsa at
(aspiracios technika). az S-Monovette® cfDNA Exact csovet

legalabb 5 x.

SARSTEDT
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S-Monovette® cfDNA Exact

Minta elkildése

A minta a vérvételi csében teljes vérként kerll elkildésre. Mivel a mintavétel gyakran decentralizaltan torténik, a
vérvétel utan gyakran szlikséges a minta elszdllitdsa a laborba. A biztonsagos szallitashoz a SARSTEDT a P 650,
ADR, RID, ICAO és IATA csomagoldsi elSirasainak megfelel telies csomagolési készletet kindl az S-Monovette®
csOvekhez:

— Véd&edény szivobetéttel (REF 78.898) lezaras (REF 65.679) masodlagos edényként

— Csomagolédoboz (REF 95.900, 95.901 & 95.902)

— Csomagolas htitott szallitashoz (REF 95.995, 95.1123, 95.1124 vagy 95.1625)

- Sztiropor burkolat hiitott szallitashoz (REF 95.1011)

Mintatarolas

Az S-Monovette® cfDNA Exact csében a cfDNA ia vérmintdban stabil marad legaldbb:
— 14 napig 4°C és 37°C kozott

A vérminta lefagyasztasa nem lehetséges!

Plazmalevalasztas

Mintavétel utan a minta térfogata az S-Monovette® cfDNA Exact csében 9,2 ml (ebbdl 8,4 ml a vér).
A plazmalevalasztas a cfDNA kinyeréséhez tobblépcsés centrifugalasi eljaras, amely példaul az alabbi
maodon kivitelezett:

Centrifugalas Centrifugalas .
_— 2
10 perc 15 perc
2000-3000 x g 15000 x g

. A piros csavaros fedél kicserélése a mellékelt centrifugalasi kupakra.

. Centrifugdlas szobahémérsékleten 10 percig 2000 — 3000 x g mellett.

. A plazma étvitele a reakcidedénybe (pl. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) v. 72.701.400 (5,0 ml).
. A plazma centrifugdldsa szobahémérsékleten 15 percig 15 000 x g mellett.

. A plazma atvitele Uj edénybe a cfDNA izoldldsahoz, illetve térolas (-80°C) céljdbdl az izoldlasig.

(SR =N IV

A cfDNA-izolalasra megfelel6 termékek:

1. Manudlis tisztitérendszerek

¢ NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

* NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

e QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

e MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automatikus tisztitérendszerek
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

e o N

Tovabbi informéaciok megtaldlhatok a SARSTEDT webhelyén.
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S-Monovette® cfDNA Exact

A technikai valtoztatasok jogat fenntartjuk

Ovintézkedések

A vénas elszoritd kioldasa tilos, amig az S-Monovette® cfDNA Exact csatlakoztatva van.

Az S-Monovette® cfDNA Exact cs6bdl feldolgozasra kivett vér és vérkomponensek nem
alkalmasak infuziéra és bevitelre az emberi testbe.

A laboratdriumi reagensekkel valé munkavégézés soran be kell tartani a szokdsos
elévigyazatossagi intézkedéseket.

Az S-Monovette csévek vérvételre haszndlanddk, nem befecskendezésre.

Figyelem

Figyelmeztet6 mondatok

H317 Allergias bérreakciét valthat ki.

Ovintézkedésre vonatkozé mondatok

P261 Kertilje a por/fiist/gaz/kéd/g6zok/permet belélegzését.

pP272 Szennyezett munkaruhat tilos kivinni a munkahely teriletérél.
P280 Védébkesztyli/védbruha/szemvédé/arcvéd6 haszndlata kotelezé.
P302+P352  HA BORRE KERUL: Lemosas bé vizzel.

P321 Szakellatas (lasd megjegyzések a cimkén).

P333+P313 Bérirritacié vagy kilitések megjelenése esetén: orvosi ellatast kell kérni.
P362+P364 A szennyezett ruhadarabot le kell vetni és Ujbdli hasznalat el6tt ki kell

mosni.

P501 A tartalom/edény elhelyezése hulladékként: az artalmatlanitas térvényi

el6irasainak megfelelen.

Biztonsagi adatlap www.sarstedt.com alatt

Minden a termékkel kapcsolatosan bekovetkezett sulyos eseményt az illetékes nemzeti hatésaghoz, hivatalhoz jelente-
ni kell.

SARSTEDT AG & Co. KG g I .
Sarstedtstr. 1 c € STERILE ﬂ ® Ujrafelhasznalas esetén:
szennyezésveszély

D-51588 Niimbrecht
Qo L == “
—~ 7 S Tarolas szobah6mérsékleten
N T o

www.sarstedt.com
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S-Monovette® cfDNA Exact

Istruzioni d’'uso

Destinazione d’uso
La S-Monovette® cfDNA Exact & utilizzata per il prelievo di sangue venoso con la tecnica di prelievo
in aspirazione o sottovuoto. Il volume del campione & di 9,2 ml (di cui 8,4 ml di sangue).

Il prodotto permette 'immediata stabilizzazione dell'intero cfDNA contenuto nel sangue
(prevenzione della degradazione del cfDNA e rilascio di DNA genomico da cellule con nucleo).
Dal sangue stabilizzato, nella S-Monovette® cfDNA Exact € possibile separare il plasma mediante
centrifugazione. Con la S-Monovette® cfDNA Exact la fase pre-analitica viene standardizzata
allinterno di un sistema chiuso durante la conservazione e il trasporto del campione.

Materiali necessari

Per il prelievo di sangue venoso e di plasma per I'analisi del cfDNA sono necessari i seguenti
prodotti, attualmente non inclusi nella fornitura standard della S-Monovette® cfDNA Exact*:

®* @* e

®

Un laccio emostatico, ad es. REF 95.1006

Un ago Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 o
85.1642.235), lunghezza: 200 mm

@ Una provetta vuota/da eliminare (ad es. S-Monovette® Neutral o un’altra
S-Monovette®) per il riempimento del tubo dell’ago Safety-Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001

Un cappuccio di centrifugazione per la separazione del plasma (se necessario,
ordinabile a parte con REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Impiego
La soluzione di stabilizzatore contenuta nella S-Monovette® cfDNA Exact & nociva per la salute. Pertanto, seguire
assolutamente la procedura qui descritta per il prelievo ematico e utilizzare esclusivamente i materiali prescritti
nelle presenti istruzioni per I'uso. Innanzitutto eseguire la disinfezione della sede del prelievo secondo il piano
d’igiene interno della struttura. In caso di prelievi multipli, riempire sempre la S-Monovette® cfDNA Exact come
ultima S-Monovette®. Il prelievo ematico con la S-Monovette® cfDNA Exact avviene con la tecnica di prelievo in
aspirazione o con la tecnica di prelievo sottovuoto.
Se si utilizza la tecnica in aspirazione, dopo il collegamento riempire la S-Monovette® cfDNA Exact tirando
lentamente I'asticella.
Se si utilizza la tecnica sottovuoto, prima di collegare la S-Monovette® cfDNA Exact tirare I'asticella dello stantuffo
fino alla posizione di innesto e spezzarla (“crac”).

@

4

A

1)

Applicare il laccio 2) Collegare la provetta
emostatico (stasi vuota/da eliminare,
venosa non riempire di sangue
superiore a 30 I'ago Safety-Multifly®.

secondi). Eseguire
la venopuntura nella
sede idonea.

3) Allentare il laccio 4) Tenere la S-Monovette® cfDNA
emostatico, riempire e Exact in posizione verticale
rimuovere la provetta sotto il livello del braccio e
vuota/da eliminare. collegarla.

Riempire la S-Monovette®
cfDNA Exact tirando I'asticella
dello stantuffo (tecnica di
prelievo in aspirazione).

5)

Scollegare, tirare I'asticella dello stantuffo
portandola nella posizione di innesto e spezzarla
(“crac”) (tecnica di prelievo in aspirazione).

SARSTEDT

Miscelare il preparato: a tale scopo
capovolgere aimeno 5 volte la
S-Monovette® cfDNA Exact subito dopo
il prelievo ematico.
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S-Monovette® cfDNA Exact

Invio del campione

L’invio del campione avviene come sangue intero nella provetta di prelievo. Poiché il prelievo del campione

avviene spesso in modo decentralizzato, dopo il prelievo ematico € quasi sempre necessario il trasporto

al laboratorio. Per garantire un trasporto sicuro, SARSTEDT offre un sistema completo d’imballaggio per la

S-Monovette®, che soddisfa i requisiti della norma sugli imballaggi P 650 ai sensi dei regolamenti ADR, RID, ICAO

e IATA:

— Contenitore di protezione con inserto assorbente (REF 78.898) e tappo (REF 65.679) come contenitore
secondario

— Scatola di spedizione (REF 95.900, 95.901 & 95.902)

— Imballaggio di spedizione per trasporto refrigerato (REF 95.995, 95.1123, 95.1124 0 95.1625)

— Involucro in polistirolo espanso per trasporto refrigerato (REF 95.1011)

Conservazione dei campioni

Nella S-Monovette® cfDNA Exact, il cfDNA contenuto nel campione ematico rimane stabile per almeno:
— 14 giorni a temperature comprese tra 4°C e 37°C

Non & possibile congelare i campioni ematici!

Separazione del plasma

Dopo il prelievo, il volume del campione nella S-Monovette® cfDNA Exact € pari a 9,2 ml (di cui 8,4 ml di sangue).
La separazione del plasma per ottenere il cfDNA € un processo di centrifugazione in piu step, eseguito ad
esempio nel modo seguente:

Lo e
- e 7 »
Centrifugazione / Centrifugazione @
> o

>

> 3
10 min 15 min
2.000-3.000 x g 15.000 x g

1. Sostituzione del coperchio a vite rosso con il cappuccio di centrifugazione fornito in dotazione.

2. Centrifugazione per 10 min a 2.000 - 3.000 x g a temperatura ambiente.

3. Trasferimento del plasma in un recipiente di reazione (ad es. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) 0 72.701.400 (5,0 mi).
4. Centrifugazione del plasma per 15 min a 15.000 x g a temperatura ambiente.

5. Trasferimento del plasma in un nuovo recipiente per I'isolamento del ¢cfDNA o la conservazione (-80°C) fino all'isolamento.

| prodotti idonei per I'isolamento del cfDNA sono:

1. Sistemi di depurazione manuali

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Sistemi di depurazione automatici
Chemagic™ cfDNA 5k Kit H24, ditta Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, ditta Invitek Molecular, REF 2439320400

Ulteriori informazioni sono disponibili sul sito web di SARSTEDT. SARSTE DT

e o N
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S-Monovette® cfDNA Exact

Con riserva di modifiche tecniche

Avvertenze

e Non allentare il laccio emostatico mentre la S-Monovette® cfDNA Exact € collegata.

e |I'sangue e i componenti ematici raccolti e lavorati nella S-Monovette® cfDNA Exact non sono
idonei all'infusione o all’introduzione nel corpo umano.

e Osservare le consuete precauzioni per la manipolazione di reagenti di laboratorio.

e Utilizzare la S-Monovette soltanto per il prelievo ematico, non per I'iniezione.

Attenzione

Indicazioni di pericolo

H317

Puo provocare una reazione allergica cutanea.

Consigli di prudenza

P280
P302+P352

P321
P333+P313
P362+P364

P501

Evitare di respirare la polvere/i fumi/i gas/la nebbia/i vapori/gli aerosol.
Gli indumenti da lavoro contaminati non devono essere portati fuori dal
luogo di lavoro.

Indossare guanti/indumenti protettivi/ Proteggere gli occhi/il viso.

IN CASO DI CONTATTO CON LA PELLE: lavare abbondantemente con
acqua.

Trattamento specifico (vedere note su questa etichetta).

In caso di irritazione o eruzione della pelle: consultare un medico.
Togliere tutti gli indumenti contaminati e lavarli prima di indossarli
nuovamente.

Smaltire il prodotto/recipiente in secondo le norme legali di smaltimento.

Scheda dei dati di sicurezza all’indirizzo www.sarstedt.com

Eventuali incidenti gravi relativi al prodotto devono essere notificati al produttore e all’autorita nazionale competente.

SARSTEDT AG & Co. KG
Sarstedtstr. 1

STERILE ﬂ % In caso di riutilizzo: pericolo
D-51588 Niimbrecht di contaminazione

www.sarstedt.com

Sl L ==
//oT T 'Q’ Conservare a temperatura ambiente
‘a S z
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S-Monovette® cfDNA Exact
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g%
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S-Monovette® cfDNA Exact
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S-Monovette® cfDNA Exact
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NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. A o3 A d
Chemagic™ cfDNA 5k Kit H24, Perkin ElmerAt, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Invitek MolecularAt, REF 2439320400
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S-Monovette® cfDNA Exact
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S-Monovette® cfDNA Exact

Naudojimo instrukcijos

Paskirtis
Sistema S-Monovette® cfDNA Exact skirta kraujui imti i$§ venos, taikant siurbimo ar vakuumo
technika. Méginio tdris yra 9,2 ml (i$ ju 8,4 ml kraujo).

Produktas skirtas nedelsiant stabilizuoti kraujyje esancia cfDNR (uzkirsti kelig cfDNR skaidymui ir
iSlaisvinimui i$ lasteliy su branduoliu). Sistemoje S-Monovette® cfDNA Exact galima centrifuguojant
atskirti plazma. S-Monovette® cfDNA Exact — tai standartizuota uzdara preanalizés sistema,
naudojama laikant ir gabenant mégin;.

Reikiamos medziagos

Tam, kad galétuméte paimti kraujg i$ venos ir atskirti plazma cfDNR analizei, jums reikes Siy
produkty, kuriy i$ dalies néra sistemos S-Monovette® cfDNA Exact sudétyje*:

®

venos varz€io, pvz., REF 95.1006

kaniulés Safety-Multifly® (Nr. 85.1637.235, 85.1638.235, 85.1640.235 arba
85.1642.235), ilgis — 200 mm

@ tuscio / vienkartinio vamzdelio (pvz., S-Monovette® Neutral arba kito S-Monovette®
vamzdelio), skirto Safety-Multifly® kaniulés zarnelei uzpildyti

S-Monovette® cfDNA Exact, Nr. 01.2040.001

centrifugavimo gaubtelio plazmai atskirti (prireikus, galima uzsakyti atskirai,
Nr. 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Naudojimas

Sistemoje S-Monovette® cfDNA Exact esantis stabilizuojamasis tirpalas pavojingas sveikatai, todél imdami
kraujg butinai laikykites nustatyty priemoniy ir naudokite tik Sioje naudojimo instrukcijoje nurodytas medziagas.
Prie§ pradedami dezinfekuokite punkcijos vieta, vadovaudamiesi jstaigos vidaus higienos planu. Jei sistema
S-Monovette® cfDNA Exact naudojama kelis kartus imant krauja, visada paskutinis turi bati uzpildytas
S-Monovette®. Jei kraujui imti naudojama sistema S-Monovette® cfDNA Exact, gali blti taikoma siurbimo ar

vakuumo technika.

Taikant siurbimo technika, S-Monovette® cfDNA Exact galima uzpildyti po prijungimo Iétai traukiant stimokij.
Taikant vakuumo technika, prie$ prijungiant S-Monovette® cfDNA Exact traukti stimoklj iki pat galines uzfiksavimo

padéties (pasigirs trakstelgjimas) ir sustoti.

R

1) Uzdekite venos varztj 2) Prijunkite tuscia /

(uzverzkite ne ilgiau vienkartinj vamzdelj,
kaip 30 sekundziy). uzpildykite
Tinkamoje vietoje Safety-Multifly®
pradurkite vena. kaniule krauju.

3) Atpalaiduokite venos  4) Prijunkite S-Monovette® cfDNA
varztj, uzpildykite tuscia ~ Exact, laikydami jg vertikaliai
/ vienkartinj vamzdelj ir Zemiau rankos lygio.
nuimkite. Uzpildykite S-Monovette®
cfDNA Exact, traukdami
stumoklj (siurbimo technika).

5) Atjunkite, traukite stimoklj j uzfiksavimo padetj
(kol pasigirs trakstelgjimas) ir sustokite (siurbimo
technika).

SARSTEDT

6) SumaiSykite ruoSinj, i$ karto po kraujo
paemimo bent 5 kartus vir§ galvos
pavartydami S-Monovette® cfDNA
Exact.
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S-Monovette® cfDNA Exact

Méginio siuntimas

Meginys siunciamas émimo vamzdelyje kaip visas kraujas. Daznai méginiai imami decentralizuotai, todeél paémus
kraujg, meginj bdtina nugabenti j laboratorijg. Saugiam gabenimui SARSTEDT sitilo visa S-Monovette® pakavimo
sistema, kuri atitinka P 650 pakavimo instrukcijg, ADR, RID, ICAQ ir IATA reikalavimus:

— apsauginj inda su siurbimo jdéklu (Nr. 78.898) ir uzraktu (Nr. 65.679) kaip antrinj inda;

- siuntimo déze (Nr. 95.900, 95.901 ir 95.902);

— siuntimo pakuote gabenimui zemoje temperaturoje (Nr. 95.995, 95.1123, 95.1124 arba 95.1625);

— putplascio dékla gabenimui zemoje temperattroje (Nr. 95.1011).

Méginio laikymas

Naudojant sistema S-Monovette® cfDNA Exact, cfDNR kraujo meginyje iSlieka stabili maZiausiai
— 14 dieny, esant 4-37 °C temperatdrai.

Kraujo meginiai neuzsala!

Plazmos atskyrimas

Paémus meéginj, jo tdris sistemoje S-Monovette® cfDNA Exact yra 9,2 ml (i$ ju 8,4 ml kraujo). Plazmos atskyrimas,
siekiant iSgauti cfDNR, — tai keliy etapy centrifugavimo procesas, kurj, pavyzdziui, galima atlikti taip:

Centrifugavimas Centrifugavimas
Emm—
10 min. 15 min.
2000-3000x g 15000 x g

. pakeiciant raudonos spalvos uzsukama dangtelj pridedamu centrifugavimo gaubteliu;

. centrifuguojant 10 minuciy 2 000-3 000 x g aplinkos temperatroje;

. nukreipiant plazma j mikromégintuvélius (pvz., Nr. 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) arba 72.701.400 (5,0 ml);
. centrifuguojant plazma 15 minuciy, esant 15 000 x g, aplinkos temperattroje;

. nukreipiant plazma j naujus indus, skirtus cfDNA izoliuoti arba laikyti (-80 °C), iki kol ji bus izoliuota.

(SNSRI

Tinkami produktai cfDNA izoliavimui:

1. rankinés valymo sistemos

rinkinys NucleoSpin® Plasma XS—Kit, Macherey-Nagel, Nr. 740900.50

rinkinys NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, Nr. 740300.50

rinkinys QlAamp® Circulating Nucleic Acid Kit, Qiagen, Nr. 55114

rinkinys MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, Nr. A29319

. automatizuotos valymo sistemos
rinkinys Chemagic™ cfDNA 5k Kit H24, jm. Perkin Elmer, Nr. CMG-1304
rinkinys InviMag® Free Circulating DNA Kit / IG, jm. Invitek Molecular, Nr. 2439320400

e o N

Daugiau informacijos rasite SARSTEDT interneto svetaingje.

SARSTEDT
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S—Monovette® cfDNA Exact

Techniniy pakeitimy teisés pasiliekamos

|spéjamieji nurodymai

Neatpalaiduokite venos varz¢io, kol prijungta S-Monovette® cfDNA Exact.

Sistemoje S-Monovette® cfDNA Exact paimtas ir apdorotas kraujas ir kraujo komponentai néra
pritaikyti perpylimui ar jvedimui j Zmogaus kina.

Laikykités atsargumo priemoniy, kurios yra privalomos naudojant laboratorinius reagentus.
+S—-Monovette* produktai naudojami tik kraujui imti, o ne injekcijoms atlikti.

Atsargiai

Pavojingumo frazés

H317 Gali sukelti alergine odos reakcija.

Atsargumo frazés

P261 Stengtis nejkvépti dulkiy/dumuy/dujy/rako/gary/aerozolio.

pP272 Uztersty darbo drabuziy negalima i$nesti i$ darbo vietos.

P280 Muveéti apsaugines pirstines/dévéti apsauginius drabuzZius/naudoti akiy

(veido) apsaugos priemones.

P302+P352 PATEKUS ANT ODOS: Plauti dideliu vandens kiekiu.

P321 Specialus gydymas (Zr. pastabos Sioje etiketéje).

P333+P313 Jeigu sudirginama oda arba ja iSberia: kreiptis j gydytoja.

P362+P364 Nusivilkti uzterstus drabuzius ir iSskalbti pries$ vél apsivelkant.

P501 Turinj/talpykla i$pilti (iSmesti) j pagal utilizavimo teisinius reikalavimus.

Saugos duomeny lapa rasite www.sarstedt.com

Apie visus rimtus su gaminiu susijusius jvykius reikia pranesti gamintojui ir atitinkamai Salies institucijai.

SARSTEDT AG & Co. KG .
Sarstedtstr. 1 c € STERILE ﬂ ® Naudojant pakartotinai:
pavojus uztersti

D-51588 Niimbrecht
| L ===
/\/\o/’\ 'f \’ Laikyti kambario temperattroje
/.J.\ ] A peraturoje

www.sarstedt.com
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S-Monovette® cfDNA Exact

LietoSanas norades

Mérkuzdevums

S-Monovette® cfDNA Exact ir paredzéts asins nemsanai ar aspiracijas vai vakuuma metodi. Parauga
tilpums ir 9,2 ml (no ta 8,4 ml asins).

Izstradajums ir paredzéts tulitgjai asinis eso$as cfDNS stabilizéSanai (novérsot cfDNS degradé$anos
un genoma DNS atbrivosanos no $tinam, kuras ir kodoli). No stabilizétas asins ar S-Monovette®
cfDNA Exact, izmantojot centrifiigu, var separét plazmu. S-Monovette® cfDNA Exact standartize
preanalitiki noslégta sistéma parauga glabasanas un transportésanas laika.

NepiecieSamie materiali
Lai iegutu venozas asinis, ka ar plazmu cfDNS analitikai, ir nepiecieSami talak noraditie produkti, kas
dalgji nav ietverti S-Monovette® cfDNA Exact piegades komplektacija*.

®* @* e

®

Znaugs, piem., REF 95.1006

Safety-Multifly® kanula (REF 85.1637.235, 85.1638.235, 85.1640.235 vai
85.1642.235), garums: 200 mm

@ Tukss/vienreizlietojams vakutainers (piem., S-Monovette® Neutral vai cita
S-Monovette®) Safety-Multifly® kanulas S|Gtenes uzpildisanai

S-Monovette® cfDNA Exact, REF 01.2040.001

Centrifugas vacing plazmas separéSanai ( nepiecieSamibas gadijuma var pasutit
atseviski ar REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

LietoSana

Stabilizésanas $Kidums, kas jau ieprieks ir ievietots S-Monovette® cfDNA Exact, ir veselibai bistams. Tapéc
noteikti veiciet Seit noraditos pasakumus attieciba uz asins nemsanu un izmantojiet tikai $aja lietoSanas instrukcija
noraditos materialus. leprieks dezinficgjiet punkcijas vietu saskana ar iestadé noteikto higiénas planu. Ja asins tiek
nemta vairakas reizes, vienmér uzpildiet S-Monovette® cfDNA Exact ka pédéjo S-Monovette®. Asins nemsanu ar
S-Monovette® cfDNA Exact var veikt ar aspiracijas vai vakuuma metodi.

lzmantojot aspiracijas metodi, péc pievienosanas uzpildiet S-Monovette® cfDNA Exact, 1eni velkot virzuli.
lzmantojot vakuuma metodi, pirms S-Monovette® cfDNA Exact pievieno$anas velciet virzuli ldz aizmuguréjai

fikseSanas pozicijai (Klikskis) un nolauziet.

R

1) Uzlieciet znaugu 2) Pievienojiet tuksu/
(vénu blokesana vienreizlietojamu
ne ilgak par vakutaineru, uzpildiet
30 sekundém). Safety-Multifly®
Piemérota vieta kanulu ar asinim.
veiciet vénas
punkciju.

3) Atbrivojiet znaugu, 4) Turiet S-Monovette® cfDNA

uzpildiet un nonemiet Exact vertikali zemak par rokas
tukSo/vienreizlietojamo fimeni un pievienojiet.
vakutaineru. Uzpildiet S-Monovette® cfDNA

Exact, velkot uz augsu virzuli
(aspiracijas metode).

5) Atvienojiet, velciet virzuli lldz fikseSanas pozicijai
(Klikskis) un nolauziet (aspiracijas metode).

SARSTEDT

6) Sajauciet prepargjumu, tiesi péc asins
nemsanas grozot S-Monovette® cfDNA
Exact vismaz 5 x.
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S-Monovette® cfDNA Exact

Paraugu nosutiSana

Parauga nosutiSana notiek, nosutot nesadalitas asinis asins nemsanas vakutaineros. Paraugu nemsana biezi vien
notiek decentralizeti, tapéc pec asins nemsanas biezi ir nepiecieSams transportét paraugus uz laboratoriju. Lai
transportéSana notiktu drosi, SARSTEDT piedava pilnu iepako$anas sistému, kas paredzéta S-Monovette® un
atbilst iepakojuma noteikumu P 650, ADR, RID, ICAO un IATA prasibam:

— aizsargtrauks ar piesucekna ieliktni (REF 78.898) un noslegu (ATS. 65.679) ka sekundars trauks
— nosutiSanas karba (REF 95.900, 95.901 un 95.902)

— nosutiSanas iepakojums transportéSanai aukstuma (REF 95.995, 95.1123, 95.1124 vai 95.1625)
— stiropora maiss transportésanai aukstuma (REF 95.1011)

Parauga glabasana

Produkta S-Monovette® cfDNA Exact asins parauga esosie cfDNS saglabajas stabili vismaz:
— 14 dienas temperattra no 4 °C lidz 37 °C
Asins paraugi nedrikst sasalt!

Plazmas separésana

P&c parauga panemsanas parauga tilpums S-Monovette® cfDNA Exact ir 9,2 ml (no ta 8,4 ml asins). Plazmas
separéSana cfDNS iegUsanai ir vairaku pakapju centrifugéSanas process, ko, pieméram, var veikt talak
aprakstitaja veida.

Centrifugééana

-

10 min
2000-3000 x g

-

15 min
15000 x g

1. Nomainiet sarkano uzskrivejamo vacinu ar pievienoto centrifugé$anas vacinu.

2. Centrifugéjiet 10 min ar 2000-3000 x g istabas temperatura.

3. Novadiet plazmu reakcijas traucinos (piem., REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) vai 72.701.400 (5,0 ml).
4. Centrifugéjiet plazmu 15 min ar 15 000 x g istabas temperatura.

5. Novadiet plazmu jaunos traukos, lai izoletu cfDNS, vai glabasanai (-80 °C) lidz izoleSanas bridim.

Piemeéroti produkti cfDNS izoléSanai

1. Manualas attiriSanas sistéemas

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automatizétas attiriSanas sistémas
Chemagic™ cfDNA 5k Kit H24, uznémums Perkin Eimer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, uznémums Invitek Molecular, REF 2439320400

e o N

Plasaku informaciju skatiet SARSTEDT timekla vietne.

SARSTEDT
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S-Monovette® cfDNA Exact

Bridinajuma noradijumi
e Neatbrivojiet Znaugu, kamér ir pievienots S-Monovette® cfDNA Exact.

e Asins un asins sastavdalas, kas ir panemtas S-Monovette® cfDNA Exact un taja apstradatas,
nav piemeérotas inflzijai un ievadiSanai cilvéka kermeni.

e Darba ar laboratorijas reagentiem ievérojiet ierastos piesardzibas pasakumus.
* S-Monovetten izmantojiet tikai asins nemsanai, neizmantojiet tas injekcijam.

Uzmanibu

Bridinajuma uzraksti
H317 Var izraisit alergisku adas reakciju.

DroSibas prasibu apziméjumi

P261 Izvairities ieelpot puteklus/tvaikus/gazi/dumus/izgarojumus/smidzinajumu.
P272 Piesarnoto darba apgérbu neiznest arpus darba telpam.

P280 Izmantot aizsargcimdus/aizsargdrébes/acu aizsargus/sejas aizsargus.
P302+P352 SASKARE AR ADU: Nomazgat ar lielu Gidens daudzumu.

P321 Ipasa mediciniska palidziba (skat. piezimes uz $is etiketes).

P333+P313 Ja rodas adas iekaisums vai izsitumi: ludziet mediku palidzibu.

P362+P364 Novilkt piesarnoto apgérbu un pirms atkartotas lietoSanas izmazgat.

P501 Atbrivoties no satura/tvertnes saskana ar apglabasanas tiesiskajiem
noteikumiem.

Drosibas datu lapa pieejama vietné www.sarstedt.com

Par visiem nopietniem incidentiem, kas radusies saistiba ar izstradajumu, jazino razotajam un attiecigajai valsts
iestadei.

SARSTEDT AG & Co. KG B
Sartedtstr. 1 c € STERILE ® lzmantojot atkartoti:
kontaminacias risks

D-51588 Niimbrecht
R g —= _ o
— 7 N Uzglabat istabas temperattra
N T L2

www.sarstedt.com
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Saglabajas tieslbas uz tehniskam izmainam
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S-Monovette® cfDNA Exact

Gebruiksaanwijzing

Beoogd doel

De S-Monovette® cfDNA Exact dient voor de veneuze bloedafname met de aspiratie- of
vaculimtechniek. Het monstervolume is 9,2 ml (waarvan 8,4 ml bloed).

Het medium in de buis dient voor de onmiddellijke stabilisatie van het in het bloed aanwezige cfDNA
(voorkomen van degradatie van het cfDNA en vrijkomen van genomisch DNA uit kernhoudende
cellen). Uit het gestabiliseerde bloed kan in de S-Monovette® cfDNA Exact door middel van
centrifuge plasma worden afgescheiden. De S-Monovette® cfDNA Exact standaardiseert de pre-
analyse in een gesloten systeem tijdens de opslag het transport van het monster.

Benodigde materialen

Voor het verkrijgen van veneus bloed en plasma voor de cfDNA-analyse hebt u de volgende artikelen
nodig, die gedeeltelijk niet bij de S-Monovette® cfDNA Exact worden geleverd*:

®* @* e

®

een aderstuwband, bv. REF 95.1006

een Safety-Multifly®-naald (REF 85.1637.235, 85.1638.235, 85.1640.235 of
85.1642.235), lengte: 200 mm

Een leeg/voorloopbuisje (bv. S-Monovette® Neutral of andere S-Monovette®) voor het
vullen van de slang van de Safety-Multifly®-naald

S-Monovette® cfDNA Exact, REF 01.2040.001

Een centrifugeringsdop voor de plasmascheiding (indien nodig apart te bestellen met
REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Gebruik

De in de S-Monovette® cfDNA Exact geplaatste stabilisatoroplossing is schadelijk voor de gezondheid. Volg
daarom altijd de hier voorgeschreven maatregelen bij de bloedafname en gebruik uitsluitend de in deze
gebruiksaanwijzing voorgeschreven materialen. Desinfecteer eerst de punctieplaats volgens het hygi€éneplan
van uw instelling. Vul de S-Monovette® cfDNA Exact bij meervoudige bloedafnames altijd als laatste buis. De
bloedafname met de S-Monovette® cfDNA Exact kan met de aspiratietechniek of met de vacutimtechniek

worden uitgevoerd.

Bij gebruik van de aspiratietechniek moet de S-Monovette® cfDNA Exact na het aansluiten worden gevuld door

langzaam aan de zuigerstang te trekken.

Bij gebruik van de vacutimtechniek moet de zuigerstang véor het aansluiten van de S-Monovette® cfDNA Exact
tot in de achterste vastklikpositie (,knak®) worden getrokken en afgebroken.

O] @

/R

4

A

1) Aderstuwband 2) Leeg/voorloopbuisje
aanbrengen aansluiten, Safety-
(aderstuw niet langer Multifly®-naald met
dan 30 seconden). bloed vullen.

Venapunctie op een
geschikte plaats
uitvoeren.

3) Aderstuwband
losmaken, leeg/
voorloopbuisje vullen
en verwijderen.

4) S-Monovette® cfDNA Exact
loodrecht onder armhoogte
houden en aansluiten.
S-Monovette® cfDNA Exact
vullen door aan de zuigerstang
te trekken (aspiratietechniek).

5) Losmaken; de zuigerstang in de vastklikpositie
(,knak*) trekken en afbreken (aspiratietechniek).

SARSTEDT

6) Preparaat mengen; daarvoor de
S-Monovette® cfDNA Exact direct na de
bloedafname ten minste 5 x kantelen.
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S-Monovette® cfDNA Exact

Monster verzenden

Het monster wordt als vol bloed in het bloedafnamebuisje verzonden. Omdat monsternames vaak decentraal
plaatsvinden, moet het monster na de bloedafname vaak naar het laboratorium worden vervoerd. Voor een veilig
transport biedt SARSTEDT een compleet verpakkingssysteem voor de S-Monovette® aan, dat voldoet aan het
verpakkingsvoorschrift P 650, de ADR, RID, ICAO en IATA:

— verzendbuis met absorptiemateriaal (REF 78.898) en afsluitdop (REF 65.679) als secundaire verpakking

- verzenddoos (REF 95.900, 95.901 & 95.902)

— container voor gekoeld transport (REF 95.995, 95.1123, 95.1124 of 95.1625)

— piepschuimbox voor gekoeld transportcontainer (REF 95.1011)

Monsteropslag

In de S-Monovette® cfDNA Exact blijft het cfDNA in het bloedmonster stabiel gedurende ten minste:
— 14 dagen bij 4 °C tot 37 °C

Invriezen van de bloedmonsters is niet mogelijk!

Plasmascheiding

Na de monstername bedraagt het volume in de S-Monovette® cfDNA Exact 9,2 ml (waarvan 8,4 ml bloed). De
plasmascheiding voor de winning van het cfDNA is een meertraps centrifugeerproces, dat bijvoorbeeld als volgt
wordt uitgevoerd:

Yo e

Centrifugering Centrifugering .
—_ :
10 min 15 min
2000-3000 x g 15.000x g

1. Vervang de rode schroefdop door de meegeleverde centrifugeringsdop.

2. Centrifugering gedurende 10 min met 2000 — 3000 x g bij kamertemperatuur.

3. Overdracht van het plasma in microtubes (bv. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) of 72.701.400 (5,0 ml).

4. Centrifugering van het plasma gedurende 15 min met 15.000 x g bij omgevingstemperatuur.

5. Overdracht van het plasma in nieuwe microtubes voor de isolatie van het cfDNA resp. voor opslag (-80 °C) tot aan de isolatie.

Geschikte producten voor de cfDNA-isolatie zijn:

1. Handmatige isolatie-sets

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Geautomatiseerde isolatie-apparatuur
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

e o N

Nadere informatie vindt u op de SARSTEDT-website.

SARSTEDT
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S-Monovette® cfDNA Exact

Technische wijzigingen onder voorbehoud

Waarschuwingen
e Maak de aderstuwband los voordat de S-Monovette® cfDNA Exact wordt aangesloten.

e Bloed en bloedbestanddelen die uit de S-Monovette® cfDNA Exact gehaald en verwerkt
worden, zijn niet geschikt voor infusie of inbrengen in het menselijk lichaam.

* Neem de gebruikelijke voorzorgsmaatregelen zoals bij de hantering van laboratoriumreagentia.
* Gebruik de S-Monovetten alleen voor bloedafname en niet voor injectie.

Waarschuwing

Gevarenaanduidingen
H317 Kan een allergische huidreactie veroorzaken.

Voorzorgsmaatregelen

P261 Inademing van stof/rook/gas/nevel/damp/spuitnevel vermijden.
P272 Verontreinigde werkkleding mag de werkruimte niet verlaten.
P280 Beschermende handschoenen/beschermende kleding/oogbescherming/

gelaatsbescherming dragen.

P302+P352 BlJ CONTACT MET DE HUID: met veel water wassen.

P321 Specifieke behandeling vereist (zie notities op dit etiket).

P333+P313 Bij huidirritatie of uitslag: een arts raadplegen.

P362+P364 Verontreinigde kleding uittrekken en wassen alvorens deze opnieuw te
gebruiken.

P501 Inhoud/verpakking afvoeren naar volgens de wettelijke voorschriften voor
verwijdering.

Veiligheidsinformatieblad op www.sarstedt.com

Alle ernstige incidenten met betrekking tot het product worden gemeld aan de fabrikant en de bevoegde nationale
instantie.

SARSTEDT AG & Co. KG " .
Sarstedtstr. 1 c € STERILE| R | ® Bi gebruik:
besmettingsgevaar

D-51588 Niimbrecht
Qo L == "
— 7 N Opslag bij kamertemperatuur
N T L2

www.sarstedt.com
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S-Monovette® cfDNA Exact

Bruksanvisning

Bruksformal

S-Monovette® cfDNA Exact brukes til venes blodprevetaking med aspirasjons- eller vakuumteknikk.
Provevolumet er 9,2 ml (herav 8,4 ml blod).

Produktet brukes til ayeblikkelig stabilisering av det cfDNA som finnes i blodet (hindrer degradering
av cfDNA og frisettelse av genomisk DNA fra kjerneholdige celler). Fra det stabiliserte blodet kan
plasma skilles ut ved hjelp av sentrifugering i S-Monovette® cfDNA Exact. S-Monovette® cfDNA Exact
standardiserer pre-analysen i et lukket system under lagring og transport av proven.

Ngodvendige materialer

Til uttaket av venest blod og plasma til cfDNA-analysen trenger du felgende produkter som ikke er
inkludert i leveringsomfanget av S-Monovette® cfDNA Exact*:

®

®* @* e

En turniké, f.eks. REF 95.1006

En Safety-Multifly®-kanyle (REF 85.1637.235, 85.1638.235, 85.1640.235 eller
85.1642.235), lengde: 200 mm

@ Et tomror/rer til & forkaste (f.eks. S-Monovette® Neutral eller et annet S-Monovette®)
for & fylle Safety-Multifly®-kanylens slange
@ S-Monovette® cfDNA Exact, REF 01.2040.001

En sentrifugekappe til utskilling av plasma (kan ved behov bestilles separat under
REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Handtering

Den stabilisatorlesningen som er lagt i S-Monovette® cfDNA Exact, er helseskadelig. Under blodprevetakingen

er det derfor tvingende nedvendig & iverksette de tiltakene som er foreskrevet her, og det ma kun brukes de
materialer som er foreskrevet i denne merknaden om bruk. Desinfiser pa forhdnd punksjonsstedet i henhold til
intern hygieneplan. S-Monovette® cfDNA Exact skal alltid fylles som siste S-Monovette® nar det tas flere prover.
Blodprevetakingen med S-Monovette® cfDNA Exact kan utferes med aspirasjons- eller vakuumteknikk.

Ved bruk av aspirasjonsteknikk fylles S-Monovette® cfDNA Exact etter tilkoblingen ved at stempelstangen trekkes
sakte opp.

Ved bruk av vakuumteknikk trekkes stempelstangen til bakre asestilling ("knakk") og brytes av for S-Monovette®
cfDNA Exact kobles til.

1) Legg pa turniké 2) Koble til tomrer/ror til  3) Lasne tumniké, fyllog  4) Hold S-Monovette® cfDNA

(ikke sner sammen a forkaste, fyll fiern tomrer/rer til & Exact loddrett under armniva

venen i mer enn 30 Safety-Multifly®- forkaste. og koble til.

sekunder). Utfor kanylen med blod. Fyll S-Monovette® cfDNA

venepunksjonen pa Exact ved & trekke

et egnet sted. opp stempelstangen
(aspirasjonsteknikk).

x5
5) Frakobling, stempelstangen trekkes til Iasestilling 6) Bland prepareringen, sving til dette
("knakk") og brytes av (aspirasjonsteknikk). S-Monovette® cfDNA Exact minst
5 ganger over hodet rett etter
provetakingen.

SARSTEDT
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S-Monovette® cfDNA Exact

Forsendelse av prover

Forsendelsen av prover skjer som fullblod i blodprovereret. Ettersom provetakingen ofte finner sted desentralisert,
vil det ofte vaere nedvendig med transport av provene til laboratoriet etter blodprevetakingen. For en sikker
transport tiloyr SARSTEDT en komplett emballeringssystem for S-Monovette®, i samsvar med kravene i forskrift
om emballering P 650, ADR, RID, ICAO og IATA:

- Sikkerhetsbeholder med absorberende innlegg (REF 78.898) og las (REF 65.679) som sekundaerbeholder
— Transportboks (REF 95.900, 95.901 & 95.902)

— Transportemballasje for kjoletransport (REF 95.995, 95.1123, 95.1124 eller 95.1625)

— Styroporomslag for kjeletransport (REF 95.1011)

Oppbevaring av prover

| S-Monovette® cfDNA Exact holder cfDNA i blodpreven seg stabilt i minst:

— 14 dager ved 4 °C til 37 °C

Det er ikke mulig & fryse blodprevene!

Utskilling av plasma

Etter provetakingen er provevolumet i S-Monovette® cfDNA Exact 9,2 ml (herav 8,4 ml blod). Utskillingen av
plasma for & utvinne cfDNA er en flertrinns sentrifugeringsprosess som f.eks. kan utferes pa felgende méte:

Yo e

v\

Sentrifugering Sentrifugering -
— :
10 min 15 min
2000-3000 x g 15000x g

1. Det rade skrulokket skiftes ut med den vedlagte sentrifugekappen.

2. Sentrifugering i 10 min med 2000 — 3000 x g ved romtemperatur.

3. Overfering av plasma til reaksjonsrer (f.eks. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 m) eller 72.701.400 (5,0 ml).
4. Sentrifugering av plasma i 15 min med 15 000 x g ved romtemperatur.

5. Overfering av plasma til nye beholdere for & isolere cfDNA eller for & oppbevare det (-80 °C) frem til isolasjon.

Egnede produkter for cfDNA-isolasjon er:

1. Manuelle rensesystemer

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automatiserte rensesystemer
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

e o N

Du finner mer informasjon pa nettstedet til SARSTEDT.
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S-Monovette® cfDNA Exact

Med forbehold om tekniske endringer

Advarsler

Turnikéet ma ikke losnes sa lenge S-Monovette® cfDNA Exact er tilkoblet.

Blod og bestanddeler av blod som tas ut og bearbeides i S-Monovette® cfDNA Exact, er ikke
egnet til & infunderes eller feres inn i menneskekroppen.

De vanlige sikkerhetstiltak som gjelder for behandling av reagenser pa laboratorier, skal
iverksettes.

S-Monovetter skal kun brukes til blodprevetaking, ikke til injeksjon.

Advarsel
Fareutsagn
H317 Kan utlgse en allergisk hudreaksjon.
Forsiktighetsutsagn
P261 Unnga innanding av stev/reyk/gass/take/damp/aerosoler.
P272 Tilselte arbeidsklaer ma ikke fiernes fra arbeidsplassen.
P280 Benytt vernehansker/verneklaer/eyevern/ansiktsskjerm.
P302+P352 VED HUDKONTAKT: Vask med mye vann.
P321 Seerlig behandling (se kommentarer pa etiketten).

P333+P313 Ved hudirritasjon eller utslett: Sek legehjelp.
P362+P364 Tilselte klzer ma fijernes og vaskes for bruk.
P501 Innhold/beholder leveres til deponeringsanlegg i henhold til

lovbestemmelser.

Sikkerhetsdatablad pa www.sarstedt.com

Alle alvorlige hendelser knyttet til produktet skal varsles til produsenten og til nasjonale myndigheter.

SARSTEDT AG & Co. KG .
Sarstedtstr. 1 c € STERILE| R | ® Ved gjentatt bruk:
Fare for kontaminasjon

D-51588 Niimbrecht
o LA =
/7'/\ |’ === " Oppbevares i
/.'L\ S d romtemperaturromtemperatur

www.sarstedt.com
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S-Monovette® cfDNA Exact [

Instrukcja obstugi

Przeznaczenie
Probdwka S-Monovette® cfDNA Exact jest przeznaczona do pobierania krwi zylnej technika
aspiracyjna lub prézniowa. Objetosé probki wynosi 9,2 ml (z tego 8,4 ml krwi).

Produkt stuzy do natychmiastowej stabilizacji wystepujacego we krwi cfDNA (zapobiegniecie
degradacji ¢cfDNA i uwolnienia DNA genomowego z komdrek jadrzastych). W probéwce
S-Monovette® cfDNA Exact mozliwe jest wyodrebnienie przez odwirowanie osocza z ustabilizowanej
krwi. Probdwka S-Monovette® cfDNA Exact standaryzuje faze przedanalityczng w zamknigtym
systemie podczas przechowywania i transportu prébki.

Wymagane materiaty

Do pozyskania krwi zylnej oraz osocza do analizy cfDNA wymagane sa nastepujace produkty, ktére
czesciowo nie sg zawarte w zakresie dostawy probdwki S-Monovette® cfDNA Exact*:

®* @* e

®

Opaska uciskowa, np. REF 95.1006

Igta Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 lub 85.1642.235),
diugosé: 200 mm

probdwka S-Monovette®) do napetnienia drenu igty Safety-Multifly®
S-Monovette® cfDNA Exact, REF 01.2040.001

Nasadka do wirowania do oddzielenia osocza (w razie potrzeby do zamdwienia
oddzielnie pod nr REF 65.729)

@ Pusta probéwka/probdwka do wyrzucenia (np. S-Monovette® neutralna lub inna

SARSTEDT
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S-Monovette® cfDNA Exact

Sposdb postepowania

Roztwér stabilizatora znajdujacy sig w probdwce S-Monovette® cfDNA Exact jest szkodliwy dla zdrowia. Z tego
powodu podczas pobierania krwi nalezy bezwzglednie przestrzega¢ podanych tu informaciji i korzystac wytacznie
z materiatdw zalecanych w niniejszej instrukcji uzycia. Najpierw nalezy zdezynfekowac¢ miejsce naktucia zgodnie
z instrukcja higieniczng placéwki. W przypadku pobierania krwi do kilku probdwek nalezy zawsze jako ostatnig
napetni¢ probédwke S-Monovette® cfDNA Exact. Pobranie krwi przy uzyciu probéwki S-Monovette® cfDNA Exact
moze by¢ wykonane technikg aspiracyjng lub prézniowa.

W przypadku stosowania techniki aspiracyjnej nalezy po podtaczeniu napeic¢ probdwke S-Monovette® cfDNA
Exact poprzez powolne odciggnigcie ttoka.

W przypadku stosowania techniki prézniowej nalezy przed podigczeniem probéwki S-Monovette® cfDNA Exact
odciggnac ttok do tylnej pozyciji zatrzadniecia (,trzask”) i odtamac.

O] @

/R

4

A

1) Zatozy¢ opaske 2) Podtaczy¢ pusta 3) Zwolni¢ opaske 4) Probowke S-Monovette®
uciskowa (ucisk probéwke/probdwke uciskowa, napetnic cfDNA Exact trzymac pionowo
zyly nie dituzej niz do wyrzucenia, pusta probowke/ ponizej poziomu ramienia
30 sekund). Nakiué napetnic igte probéwke do i podtaczyc.
zyte w odpowiednim Safety-Multifly® krwig. wyrzucenia i usungc. Napetni¢ probdwke
miejscu. S-Monovette® cfDNA Exact

poprzez odciagniecie tloka
(technika aspiracyjna).

5) Odtaczyc, odciagnac ttok w pozycje zatrzasnigcia 6) Wymiesza¢ poprzez obracanie
(,trzask”) i odtamac (technika aspiracyjna). probdéwki S-Monovette cfDNA

Exact co najmniej 5x do géry dnem,
SARSTEDT

bezposrednio po pobraniu krwi.
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S-Monovette® cfDNA Exact

Wysytka prébki

Probke nalezy wysytac jako krew petng w probdwce, do ktérej pobrano krew. Poniewaz probki sa czesto
pobierane w sposob zdecentralizowany, po pobraniu krwi czesto konieczny jest transport probki do laboratorium.
W celu zapewnienia bezpiecznego transportu firma SARSTEDT oferuje kompletny system pakowania dla
probéwki S-Monovette®, spetniajacy wymagania instrukcji dotyczacej pakowania P 650, przepiséw ADR, RID,
ICAO i IATA:

— naczynie ochronne z wktadem absorpcyjnym (REF 78.898) i zamknieciem (REF 65.679) jako pojemnik wtérny
- pudetko wysytkowe (REF 95.900, 95.901 i 95.902)

— opakowanie wysytkowe do transportu chtodniczego (REF 95.995, 95.1123, 95.1124 lub 95.1625)

— powtoka styropianowa do transportu chtodniczego (REF 95.1011)

Przechowywanie préobek

W probdwce S-Monovette® cfDNA Exact, cfDNA w prébce krwi pozostaje stabilne przez co najmniej:
— 14 dni w temperaturze od 4°C do 37°C

Zamrazanie probek krwi jest niemozliwe!

Oddzielenie osocza

Po pobraniu prébki jej objetosé w probdwce S-Monovette® cfDNA Exact wynosi 9,2 ml (z tego 8,4 ml krwi).
Oddzielenie osocza w celu pozyskania cfDNA jest wieloetapowym procesem wirowania, ktéry przyktadowo
mozna przeprowadzac¢ w nastepujacy sposob:

Yo e

Wirowanie Wirowanie
> —
10 min 15 min
2 000-3 000 x g 15000 x g

1. Wymiana czerwonej zakretki na dofgczong nasadke do wirowania.

2. Wirowanie przez 10 min przy 2 000-3 000 x g w temperaturze pokojowej.

3. Przeniesienie osocza do probéwek reakcyjnych (np. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) lub 72.701.400 (5,0 ml).
4. Wirowanie osocza przez 15 min przy 15 000 x g w temperaturze pokojowej.

5. Przeniesienie osocza do nowych probdwek w celu wyizolowania cfDNA lub przechowania (-80°C) do czasu wyizolowania.

Odpowiednie produkty do izolacji cfDNA to:

1. Reczne systemy oczyszczania

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automatyczne systemy oczyszczania
Chemagic™ cfDNA 5k Kit H24, firma Perkin ElImer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, firma Invitek Molecular, REF 2439320400

e o N

Wiecej informacji mozna znalez¢ na stronie internetowej SARSTEDT.
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S-Monovette® cfDNA Exact

Zmiany techniczne zastrzezone

Ostrzezenia
¢ Nie zwalnia¢ opaski uciskowej, gdy podtaczona jest probéwka S-Monovette® cfDNA Exact.

e Krew i sktadniki krwi, pobierane do probdwki S-Monovette® cfDNA Exact i w nigj przetwarzane,
nie nadaja sie do infuzji ani wprowadzenia do organizmu ludzkiego.

e Nalezy przestrzega¢ normalnych srodkéw ostroznosci dotyczacych postepowania
z odczynnikami laboratoryjnymi.

*  Probdwki S-Monovette nalezy stosowac tylko do pobierania krwi, a nie do wstrzykiwan.

Uwaga

Zwroty wskazujace rodzaj zagrozenia
H317 Moze powodowac reakcje alergicznag skory.

Zwroty wskazujace srodki ostroznosci

P261 Unika¢ wdychania pytu/dymu/gazu/mgty/par/rozpylonej cieczy.

P272 Zanieczyszczonej odziezy ochronnej nie wynosi¢ poza miejsce pracy.

P280 Stosowac rekawice ochronne/odziez ochronna/ochrone oczu/ochrone
twarzy.

P302+P352 W PRZYPADKU KONTAKTU ZE SKORA: umy¢ duza iloscia wody.

P321 Zastosowac okreslone leczenie (patrz na etykiecie).

P333+P313 W przypadku wystapienia podraznienia skéry lub wysypki: Zasiegnaé
porady/zgtosi¢ sie pod opieke lekarza.

P362+P364 Zanieczyszczong odziez zdjac¢ i wypra¢ przed ponownym uzyciem.

P501 Zawartosé/pojemnik usuwaé do zgodnie z przepisami prawa
dotyczacymi usuwania.

Karta charakterystyki na stronie internetowej www.sarstedt.com

Wszelkie powazne incydenty zwigzane z produktem nalezy zgtasza¢ producentowi i wiasciwemu organowi
krajowemu.

SARSTEDT AG & Co. KG
Sarstedtstr. 1 c € STERILE ﬂ ® W przypadku ponownego
uzycia: ryzyko skazenia

D-51588 Niimbrecht
| g =
/\/\o/’\ " === \’ Przechowywaé w temperaturze pokojowej
/.'L\ N Zz

www.sarstedt.com

SARSTEDT

78



S-Monovette® cfDNA Exact [

Instrugdes de utilizagéo

Objetivo
A S-Monovette cfDNA Exact € utilizada na colheita de sangue venoso, tanto por principio de
aspiragao ou de vacuo. O volume de colheita € de 9,2 ml (dos quais 8,4 ml sdo de sangue).

Este produto é usado para a a estabilisagcéo imediata do cfDNA presente no sangue (impedindo a
degradagéo do cfDNA e a libertagdo de DNA gendmico pelas células nucleadas). A separagéo do
plasma estabilizado pela S-Monovette cfDNA por centrifugagéo, permite a padronizagéo da fase
pré-analitica, especialmente o transporte e armazenamento, através de uma sistema fechado de
colheita de sangue.

Materiais necessarios

Para a obtencéo de sangue venoso e plasma para a andlise de cfDNA, serdo necessarios os
seguintes artigos, alguns dos quais ndo se encontram incluidos no ambito proprio da
S-Monovette® cfDNA Exact*:

®* @* e

®

Um garrote venoso, p. ex., REF 95.1006

Uma agulha de seguranga Safety-Multifly® (REF 85.1637.235, 85.1638.235,
85.1640.235 ou 85.1642.235), comprimento: 200 mm

@ Um tubo de descarte (p. ex., uma S-Monovette® Neutra ou uma outra
S-Monovette®), para preencher o tubo da agulha com aletas, Safety-Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001

Pode ser encomendada separadamente uma tampa de rosca, para a separagao do
plasma (REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Manuseamento

A solugéo de estabilizagao colocada na S-Monovette® cfDNA é prejudicial & satde. Deve portanto seguir

as normas de colheita de sangue prescritas e utilizar apenas os materiais descritos nestas instrugdes de
trabalho. Desinfecte previamente o local de pungéo, de acordo com as regras de higiene da sua instituicao.

A S-Monovette® cfDNa deve ser sempre a Ultima S-Monovette® a ser utilizada, caso se proceda a multiplas
extragdes. A colheita de sangue com a S-Monovette® cfDNA Exact pode ser realizada por principio de aspiragéo
ou de vacuo.

Para a utilizagdo da técnica de aspiragéo, conecte a S-Monovette® cfDNA Exact a agulha e proceda ao
enchimento, puxando lentamente a haste do émbolo.

Para a utilizagao da técnica de vacuo, puxe o émbolo da S-Monovette® cfDNA Exact até a sua posigao final, até
ouvir um clique e parta-o, antes de o adaptar & agulha.

O] @

/R

4

A

1) Colocar o garrote 2) Adapte o tubo de 3) Alivie o garrote, 4) Coloque a S-Monovette®
Venoso (compressao descarte a Agulha encha o tubo de cfDNA Exact em posi¢ao
da veia nao superior de seguranca descarte e remova-o. vertical, abaixo do nivel do
a 30 segundos). Safety-Multifly® e braco e adapte-a a agulha
Puncionar a veia no preencha-a com Safety-Multifly®. Encha
local adequado. sangue.. a S-Monovette® cfDNA,

puxando o émbolo (técnica
de aspiracao).

x5
5) Desadapte da agulha Safety-Multifly®, puxe o 6) Homogenize a S-Monovette® cfDNA
émbolo até ouvir um clique a parta-o (técnica de Exact, por inverséo total, pelo menos 5
aspiragao). vezes, apos a colheita de sangue.

SARSTEDT
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S-Monovette® cfDNA Exact

Envio da amostra

As amostras sao transportadas como sangue total, no tubo de colheita. Como frequentemente as amostras
sdo obtidas em postos de colheita, torna-se necessario efectuar o seu transporte para o Laboratério. Para
um transporte seguro, a SARSTEDT oferece um sistema de embalagens completo para o S-Monovette®, que
satisfaz os requisitos do regulamento sobre embalagens P 650, do ADR, do RID, da ICAO e da IATA:

— Contentor secundario com absorvente (Ref?. 78.898) e tampa de rosca (REF 65.790)

— Caixa de envio (REF 95.900, 95.901 e 95.902)

— Embalagem de envio para transporte refrigerado (REF 95.995, 95.1123, 95.1124 ou 95.1625)
— Embalagem de poliestireno expandido para transporte refrigerado (REF 95.1011)

Armazenamento de amostras

Na S-Monovette® cfDNA Exact, o cfDNA no sangue mantém-se estavel por pelo menos
— 14 dias, a temperaturas entre os 4°C e os 37°C
N&o € possivel congelar as amostras de sangue!

Separacao do plasma

Depois da colheita de sangue, o volume da amostra na S-Monovette® cfDNA Exact € de 9,2 ml (dos quais
8,4 ml de sangue). A separagao do plasma para a obtengao do cfDNA ¢é efectuada através de um processo de
centrifugagao em multiplos estagios, o qual pode ser executado conforme o seguinte exemplo:

L

Centrifugagao ‘
EEmmm——
\/
), Yy
10 min 15 min
2000-3000 x g 15000 x g

1. Substitua a tampa vermelha original pela tampa de centrifugacao, incluida.

2. Centrifugue durante 10 min com 2000 — 3000 x g a temperatura ambiente.

3. Transfira 0 plasma para microtubos (p. ex., REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) ou 72.701.400 (5,0 ml)).
4. Centrifugue o plasma durante 15 min com 15 000 x g a temperatura ambiente.

5. Transfira 0 plasma para novos microtubos para isolar o ¢cfDNA e/ou armazene-o a -80°C, até ao seu isolamento.

Produtos apropriados para o isolamento de cfDNA sao:

Sistemas de purificagdo manuais

NucleoSpin® Plasma XS-Kit, da Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, da Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit, da Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, da ThermoFisher Scientific, REF A29319
Sistemas de purificagdo automatizados

Chemagic™ cfDNA 5k Kit H24, da Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, da Invitek Molecular, REF 2439320400

N e o o o

Para mais informagdes, consulte o site da SARSTEDT.
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S-Monovette® cfDNA Exact

Modificagbes técnicas reservadas

Adverténcias
e Nao soltar o garrote enquanto a S-Monovette® cfDNA estiver adaptada a agulha Safety-Multifly®.

e O sangue e 0s respetivos componentes retirados e processados na S-Monovette® cfDNA Exact
nao se destinam a infusdo ou a introdugao no corpo humano.

e Observar as precaugdes normais ao lidar com reagentes de laboratdrio.
e Utilizar as S-Monovette® apenas para colheita de sangue e nao para injegéo.

Atencao

Adverténcias de perigo
H317 Pode provocar uma reacgéo alérgica cutanea.

Recomendagdes de prudéncia

P261 Evitar respirar as poeiras/fumos/gases/névoas/vapores/aerossois.
P272 A roupa de trabalho contaminada néo pode sair do local de trabalho.
P280 Usar luvas de protecgao/vestuario de proteccao/proteccao ocular/

protecgao facial.

P302+P352 SE ENTRAR EM CONTACTO COM A PELE: lavar abundantemente com
agua.

P321 Tratamento especifico (ver notas no presente rétulo).

P333+P313 Em caso de irritacdo ou erupgao cutanea: consulte um médico.

P362+P364 Retirar a roupa contaminada e lava la antes de a voltar a usar.

P501 Eliminar o conteudo/recipiente em de acordo com os regulamentos legais
de descarte.

Ficha de dados de segurangca em www.sarstedt.com

Quaisquer incidentes graves relacionados com o produto deverao ser comunicados ao fabricante e a autoridade
competente nacional do pais.

SARSTEDT AG & Co. KG N
Sarstedtstr. 1 c € STERILE ﬂ ® No caso de reutilizagao:
risco de contaminacao

D-51588 Niimbrecht
| L ===
/\/\o/’\ " \’ Armazenar a temperatura ambiente
/.'L\ N Zz

www.sarstedt.com
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S-Monovette® cfDNA Exact

Instructiuni de utilizare

Utilizarea prevazuta
S-Monovette® cfDNA Exact se utilizeaza pentru recoltarea sangelui venos prin tehnica aspiratiei sau
prin sistem vacutainer. Volumul probei este de 9,2 ml (din care 8,4 ml sange).

Produsul se utilizeaza pentru stabilizarea imediata a cfDNA existent in sdnge (prevenirea degradarii
cfDNA si a eliberarii ADN-ului genomic din celulele nucleate). Din sangele stabilizat se poate separa
plasma in S-Monovette® cfDNA Exact prin centrifugare. S-Monovette® cfDNA Exact standardizeaza
preanaliza intr-un sistem inchis n timpul depozitarii si transportului probei.

Materiale necesare

Pentru obtinerea sangelui venos si a plasmei pentru analiza cfDNA sunt necesare urmatoarele
produse, unele dintre acestea nefiind incluse i livrarea S-Monovette® cfDNA Exact*:

®

®* @* e

Un garou, de ex. REF 95.1006

O canula Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 sau
85.1642.235), lungime: 200 mm

@ Un sistem inchis de recoltare a séngelui (de ex. S-Monovette® Neutral sau alte
S-Monovette®) pentru umplerea furtunului canulei Safety-Multifly®
@ S-Monovette® cfDNA Exact, REF 01.2040.001

Un tub pentru centrifugare pentru separarea plasmei (daca este necesar, poate fi
comandat separat cu codul REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Manipularea

Solutia stabilizatoare introdusa in S-Monovette® cfDNA Exact este nociva pentru sanatate. Respectati asadar
neaparat masurile descrise aici la recoltarea sangelui si utilizati exclusiv materialele descrise in aceste instructiuni
de utilizare. Dezinfectati anterior locul punctiei conform planului de igiena al institutiei. Daca se recolteaza mai
multe probe, umpleti intotdeauna S-Monovette® cfDNA Exact ultimul dintre tuburile S-Monovette®. Recoltarea
séangelui cu S-Monovette® cfDNA Exact se poate face prin tehnica aspiratiei sau prin sistem vacutainer.La
aplicarea tehnicii de aspirare, umpleti S-Monovette® cfDNA Exact dupa conectare prin tragerea lenta a pistonului.
La utilizarea unui sistem vacutainer, trageti pistonul inainte de conectarea S-Monovette® cfDNA Exact pana in
pozitia posterioara de fixare (,clic”) si indepartati-1.

R

1) Asezati garoul (staza 2) Conectati tubul, 3) Desfaceti garoul, 4) Mentineti S-Monovette® cfDNA

venoasa nu trebuie umpleti canula umpleti tubul si Exact in pozitie verticala sub
sa depaseasca 30 Safety-Multifly® cu indepartati-1. nivelul bratului si conectati-I.
secunde). Efectuati sange. Umpleti S-Monovette® cfDNA
punctia venoasa intr- Exact tragand de piston

un loc adecvat. (tehnica aspiratiei).

x5
5) Deconectare, trageti pistonul in pozitia de fixare 6) Amestecati preparatul, in acest sens
(,clic”) si indepaértati-I (tehnica aspiratiei). résturnati tubul S-Monovette® cfDNA

Exact imediat dupa recoltarea sangelui
de minim 5 ori.

SARSTEDT
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S-Monovette® cfDNA Exact

Expedierea probelor

Probele sunt expediate sub forma de sange integral in eprubetele de recoltare a sangelui. Deoarece recoltarea

probelor are loc deseori la nivel decentralizat, dupa recoltare este nevoie adesea de transportul probelor la

laborator. Pentru un transport sigur, SARSTEDT ofera un sistem complet de ambalare pentru S-Monovette® an,

care corespunde cerintelor standardului de ambalare P 650, cerintelor ADR, RID, ICAO si IATA:

— Vas de protectie cu sistem de aspirare (REF 78.898) si capac (REF 65.679) ca recipient secundar

— Cutie pentru expediere (REF 95.900, 95.901 & 95.902)

— Ambalaj pentru expediere pentru transportul la temperaturi scazute (REF 95.995, 95.1123, 95.1124 sau
95.1625)

— Husa din polistiren pentru transportul la temperaturi scazute (REF 95.1011)

Depozitarea probelor

n S-Monovette® cfDNA Exact, cfDNA din proba de sange rdmane stabil timp de minim:
— 14 Zile la temperaturi intre 4°C si 37°C

Nu este posibila congelarea probelor de sange!

Separarea plasmei

Dupa recoltarea probei, volumul probei din S-Monovette® cfDNA Exact este de 9,2 ml (din care 8,4 ml sange).
Separarea plasmei pentru obtinerea cfDNA este un proces de centrifugare in mai multe etape, care se efectueaza
de exemplu astfel:

%‘\ /@ ®\

g

Centrifugare Centrifugare
I
10 min 15 min
2.000-3.000 x g 15.000x g

1. Tnlocuirea capacului rosu cu filet cu capacul pentru centrifugare atasat.

2. Centrifugare timp de 10 min la 2.000 - 3.000 x g la temperatura camerei.

3. Transferul plasmei in recipientul pentru reactie (de ex. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) sau 72.701.400 (5,0 ml).
4. Centrifugarea plasmei timp de 15 min la 15.000 x g la temperatura camerei.

5. Transferul plasmei in noul recipient pentru izolarea cfDNA sau pentru depozitare (-80°C) pana la izolare.

Produsele adecvate pentru izolarea cfDNA sunt:

1. Sisteme manuale de filtrare

Kit NucleoSpin® Plasma XS, ac Macherey, REF 740900.50

Kit NucleoSnap® DNA Plasma ac, Macherey, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Sisteme automate de filtrare
Chemagic™ cfDNA 5k Kit H24, Firma Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Firma Invitek Molecular, REF 2439320400

e o N

Pentru mai multe informatii, consultati pagina web SARSTEDT.
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S-Monovette® cfDNA Exact

Sub rezerva modificarilor tehnice

Avertismente

e Nu desfaceti garoul cét timp este conectat S-Monovette® cfDNA Exact.

e Sangele si componentele sangelui recoltate si prelucrate in S-Monovette® cfDNA Exact nu sunt
adecvate pentru infuzare sau introducerea in corpul uman.

e Trebuie respectate masurile de precautie uzuale in cazul manipulérii reactivilor de laborator.

e Sistemele S-Monovette se utilizeaza exclusiv pentru recoltarea sangelui, si nu pentru injectare.

Fraze de pericol

H317

Atentie

Poate provoca o reactie alergica a pielii.

Fraze de precautie

P261
P272

P280

P302+P352
P321
P333+P313
P362+P364
P501

Evitati sa inspirati praful/fumul/gazul/ceata/vaporii/spray ul.

Nu scoateti imbracamintea de lucru contaminata in afara locului de
munca.

Purtati manusi de protectie/imbracaminte de protectie/echipament de
protectie a ochilor/echipament de protectie a fetei.

IN CAZ DE CONTACT CU PIELEA: spalati cu multa apa.

Tratament specific (a se vedea note de pe aceasta eticheta).

in caz de iritare a pielii sau de eruptie cutanata: consultati medicul.
Scoateti imbracamintea contaminata si spalati o inainte de reutilizare.
Aruncati continutul/recipientul la conform reglementarilor legale de
eliminare.

Fisa de date de siguranta pe pagina www.sarstedt.com

Toate incidentele grave legate de produs trebuie sa fie anuntate atat producatorului, cat si autoritatii nationale compe-

tente.

Sarstedtstr. 1
D-51588 Niimbrecht

SARSTEDT AG & Co. KG STERILE ﬂ % La urmatoarea utilizare:
pericol de contaminare

www.sarstedt.com

Sl L == _ N
//oT T ' Q’ Se pastreaza la temperatura camerei
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S-Monovette® cfDNA Exact

HCTPYKLWS MO NPUMEHEHNIO

HasHaueHue
S-Monovette® cfDNA Exact cnyxuT ans B3sTusi BEHO3HOM KPOBW aCiMPaLMOHHBIM U BaKyyMHbIM
meTogoM. O6bEM NPobbl cOCTaBNAET 9,2 M (M3 HUX KPOBW 8,4 M1).

V13penvie npegHasHadeHo ANs HEMELAIEHHOM CTabunsaLm MEIOLLIENCS B KPOBW CBOGOAHO
upkynupytoLein HK - cfDNA (npenotepatleHvst aerpagaumn cfDNA 1 BbiaeneHust reHomHon JHK
13 aapocoaepKaLLnxX KNeTok). V13 cTabnnmanpoBaHHON KPOBK MOXHO CernapupoBaTh nnaamy nyTém
LeHTpudyrnposaHuns B S-Monovette® cfDNA Exact. S-Monovette® cfDNA Exact ctaHgaptnampyet
npeaHanUTUHEeCKNIA 3Tan B 3aKPbITON CUCTEME BO BPEMS XPaHEHNS 1 TDAHCTIOPTUPOBKM MPOGbI.

Tpebyembie maTepuanbl

[nst nonyyeHyst BeHO3HOW KpoBu 1 Nnadmbl ans aHanmsa cfDNA Bam noTpebytoTes cnepytoLme
V3Aenvisi, He BCe 13 KOTOPbIX BXOAAT B KOMMMEKT nocTaBku S-Monovette® cfDNA Exact*:

®* @* e

®

KryT onsa B3atma kposw, Hanp. REF 95.1006

Vrna Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 nnu
85.1642.235), pnnHa: 200 mm

@ MycTas/BbibpacbiBaemas Npobrpka (Hamnp., S-Monovette® HelTpanbHas unn gpyras
S-Monovette®) ons 3anonHeHus Tpy6kn bl Safety-Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001

LleHTprndy>xHbI Konnavok AN cenapauum nna3mbl (Mpy HEOBXOAMMOCTH
3aKasblBaeTcst OTAeNbHO no Homepy REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Mopspok obpalieHus

Copepxalmiicst B S-Monovette® cfDNA Exact pacteop ctabunmsatopa BpeneH Afist 340poBbst. O643aTensHo
cobnofaiTe NnpeancaHHble 34eCb MePbI MPU B3ATUM KPOBU 1 MCMONB3YMTE TOIBKO MaTepuars!, yKadaHHble

B JaHHOWN MHCTPYKUMW. MNpeaBapuTenbHO Ae3NHMULIMPYITE MECTO MYHKLMM COMMAaCHO MNaHy rMrMeHnYecKnx
MepOoNPUSITUI yHpexxaeHNst. Mpn MHOrOKPaTHOM B3STUM KPOBW BCeraa 3anofHaTb S-Monovette® cfDNA

Exact B kavecTBe nocnenHen S-Monovette®. BasaTve kpou ¢ nomoLbto S-Monovette® cfDNA Exact MoxeT
NMPOU3BOANTLCA aCMNPALMOHHBIM U BaKyyMHbIM METOAOM.

Mpw MCNONB30BaHWN acnMpPauVoHHOro MeTofa 3anonHnTb S-Monovette® cfDNA Exact nocne nogcoeavHeHus,
MeOJIEHHO OTTArMBas LLUTOK MOPLUHS.

[pr NCMONB30BaHWM BaAKYYMHOIO METOAA OTTAHYTb LLTOK MOPLLHSA A0 33AHEr0 NONOXeHMs hukcaumn ("Lenyok”)
nepern nofacoeavHernem S-Monovette® cfDNA Exact n otnomarts.

O] @

/R

4

A

1) Hanoxuts xryT 2) noacoevHUTL 3) CHATb XryT, 4) [Hepxatb S-Monovette®
0N B3ATVA KPOBU nycTyto/ 3anoNHUTL 1 yaannTb cfDNA Exact BepTukansHO
(nepexxmmatb BeHy BbIGpachIBaeMytO nycTyto/ HVDKE YPOBHS PYKI 1
He ponblue 30 NPOBVPKY, 3anONHUTL BbIGpachIBaeMyo NOACOEANHUTb.
cekyHg). BeinonHuts KPOBbIO 1y NPOBUPKY. 3anonHnTb S-Monovette®
BEHENYHKLMIO B Safety-Multifly®. cfDNA Exact, otrarveas LToK
HY>XHOM MecTe. MOPLUHSA (aCNVPAaLOHHbIN

mMeTon).

x5
5) OTCOoeauHUTb, OTTAHYTH LUTOK MOPLUHA B 6) [NepemeluaTb HANONHUTENb, ANA
NoIoxXeHVe ukcaumn (,LLenyok”) n otnomarts 3TOro Cpasy Nnochne B3ATVA KPOBU
(acnpaunoHHbI METOL). nepesepHyTb S-Monovette® cfDNA

Exact BHM3-BBEPX HE MeHee 5 pas.
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88



S-Monovette® cfDNA Exact

OtnpaBka npo6

[Mpo6bl NepecbINatoTCs B BUAE LIENBHON KPOBW B MPOBMPKE ANs B3ATUS KDOBU. Tak kak 0T60p Npob 4acto

[eLeHTpan3oBaH, Nocne B3ATUSA KPOBY 3a4acTyto TPebyeTcsi TPaHCMoPTUPOBKa NPobbl B nadopatopuio. Ans

HaaéxHoM TpaHcrnopTupoBky SARSTEDT npeanaraeT KOMMIEKCHYIO CUCTEMY YrakoBKM Ans S-Monovette®,

COOTBETCTBYIOLLYIO TpeboBaHMSM HopMmaTrea no ynakoske P 650, TpebosaHmsam ADR, RID, ICAO u IATA:

- 3awmTHasd EMKOCTb C BuTbiBatoLLMM Bknaapiem (REF 78.898) n kpbiwkon (REF 65.679) B kadecTse
BTOPWH4HOrO COCYLa;

— kopobka ansa nepecbinkn (REF 95.900, 95.901 n 95.902);

- ynakoBKa AN1a Nepechinku oxnaxxaéHHoro matepuana (REF 95.995, 95.1123, 95.1124 nnn 95.1625);

- CTMponopoBas 060n104Ka Ans Nepechiky oxnaxaéHHoro marepvana (REF 95.1011)

XpaHeHue npob

B cucteme S-Monovette® cfDNA Exact ctabunbHocTs cfDNA B Mpo6e KPOoBY COXPaHSETCs He MeHee:
— 14 pHe npu Temnepatype 4 - 37 °C

3amopaxkvBaHve Npob KPoBM He NPeayCcMOoTPeHO!

Cenapauus nnasmbl

Mocne B3NS KpoBU 06BEM MPobkl B S-Monovette® cfDNA Exact coctasnsiet 9,2 Mn (13 HUX 8,4 M
kpoBw). Cenapauust mnas3mbl Ana nonydeHns cfDNA npegctasnaet cobo MHOroCTyneHYaTbIn NPOLECT
LIEHTPUYrMpOBaHNSA, KOTOPbI MOXET BbINOMHATLCS, HaNpUMep, CneaytoLLyiM 06pasom:

™ /@
LleHTpndyrnposaxne 1 LI,eHTpMd)yrmpOBaHme @ 7

—_— —_—
V)
-, >y
10 MuH 15 MuH
2000-3000 X g 15000x g

1. 3amMeHa kpacHoi pe3b6oBO KPbILLKY Ha MpunaraeMbiii KOAMAYoK 41st LLIeHTpUdyrMpoBanms.

2. LeHTpudpyrvposanme B TeveHre 10 MuHyT npr 2000 - 3000 X g Mpu KOMHATHOW TeMnepartype.

3. [MepeHoc Nnaambl B MKPONPoGupky (Hanp., REF 72.706.200 (1,5 mn), 72.695.200 (2,0 mMn) nnn 72.701.400 (5,0 mn).
4. LleHTpndyrvipoBaHme nnaambl B TedeHre 15 MuHyT npu 15 000 X g Npu KOMHATHOM TeMnepartype.

5. MepeHoc Nnaambl B HoBble MPo6ypkK ans uaonsuyn cfDNA nim ans xparens (-80 °C) 4o MOMEHTa N30ASLMN.

Mopxopsawwme nspgenua gnsa nsonsauyum cfDNA:
1. Py4Hble CUCTEMbI OYUCTKMN

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319
. ABTOMaTtM3npoBaHHbIE CUCTEMbI OYUCTKN

Chemagic™ cfDNA 5k Kit H24, cdupma Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, coupma Invitek Molecular, REF 2439320400

N e o o o

[LononHuTtensHas nHgopMaLmsa npreeaeHa Ha cante komnaHum SARSTEDT.
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ovette® cfDNA Exact

CoxpaHsoTes Npasa Ha TEXHHECKNE VBMEHEHUS

MpepocTepexenuns
e He cHvMaTb XryT, Korfa nogcoenuHeHa cructema S-Monovette® cfDNA Exact.

e KpoBb 11 KOMMOHEHTbI KPOBW, KOTOPbIe 3abuparoTcs 1 obpabaTbiBatoTcs B S-Monovette®
cfDNA Exact, He npurogHb! Ana HMY31m 1 BBEAEHNUS B OpraHnM3m YenoBeka.

o [MpyHMMAaTL CTaHAAPTHbIE MEPbI MPEAOCTOPOXHOCTY, HEOBXOANMbIE B OTHOLLIEHN
NaGoPATOPHbIX PeareHTos.

* cnonb3oBatb S-Monovette TONbKO Ans B3ATUA KPOBU, HO HE [N5 MHBbEKLAN.

BHumaHune

YkasaHune Ha onacHoCTb

H317 Mpu KOHTaKTe C KOXel MOXET BbI3blBaTb aNIEPrm4eCcKyto peakLmio.

MpepynpexpeHns

P261 N36eratb BOopIxaHusi raza/napa/nbinn/aspo3onei.

P272 He yHocuTb 3arpsisHeHHylo cneuoaexay ¢ Mecta pa6oTbl.

P280 Wcnonb3oBatb nepyatku/cnevopexay/cpeactsa sawuTsl rnas/nuua.

P302+P352 MPU NONAOAHUN HA KOXKY: MpoMmbITh 60bLUMM KONIMHECTBOM
BOAbI.

P321 CneuuanbHble Mepbl NepBol NoMoLm: 3aMeTKu.

P333+P313 Mpun BO3HNKHOBEHUY pasapakeHus Uy NOKPaCHEHUSA KOXMN:
O6paTuTbCs K Bpayy.

P362+P364 CHSTb BCIO 3arpsi3HEHHYIO OfieXKAY U BbICTMPaTb €€ Nepef, NoBTOPHbIM
NCMONb30BaHNEM.

P501 YnakoBKy/CopepXXumMoe B COOTBETCTBUM C NPaBOBbLIMU HOPMamu
yTUAM3aumn.

MacnopT 6e3onacHocTy Ha cante www.sarstedt.com

O Bcex Cepbe3HbIX NHUMAEHTaX, CBA3aHHbIX C NMPOAYKTOM MPpKW ero NpuMeHeHnn, cnenyet yBegoMnaTb npomssoanTens w
N yNOSIHOMOYEHHOTO NPeacTaBUTeNsA Npon3BOANTENA N COOTBETCTBy?OU_LVII;I yﬂOﬂHOMOHeHHbIM opraH.

SARSTEDT AG & Co. KG
Sarstedtstr. 1 - ﬂ % PucK KoHTammuHaumm npu
MOBTOPHOM VCMONB30BaHIN

D-51588 Niimbrecht
Ay e -
/7'/\ " === " XpaHuUTb Npy KOMHaTHON
/.'L\ 2 Z TemnepaTypeTemneparype

www.sarstedt.com
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S-Monovette® cfDNA Exact [

Navod na pouzitie

Ucel pouzitia

S-Monovette® cfDNA Exact slizi na vendzny odber krvi aspiracnou alebo véakuovou technikou.
Objem vzorky je 9,2 ml (z toho 8,4 ml krvi).

Produkt sluzi na okamzitu stabilizaciu cfDNA pritomnu v krvi (zabrénenie degraddcii cfDNA a
uvolfiovaniu genémovej DNA z jadrovych buniek). V S-Monovette® cfDNA Exact je mozné zo
stabilizovanej krvi separovat plazmu pouzitim centrifugdcie. Pocas skladovania a prepravy vzorky
S-Monovette® cfDNA Exact Standardizuje preanalytiku v uzavretom systéme.

Potrebny material

Na ziskanie vendznej krvi, ako aj plazmy, pre cfDNA-analyzu potrebujete nasledujice produkty, z
ktorych nie vetky su sti¢astou dodéavky S-Monovette® cfDNA Exact*:

®

®* @* e

Skrtidlo, napr. REF 95.1006

Ihla Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 alebo
85.1642.235), dizka: 200 mm

@ Prazdna/likvida¢na skimavka (napr. S-Monovette® Neutral alebo ina S-Monovette®)
na naplnenie hadicky ihly Safety-Multifly®

@ S-Monovette® cfDNA Exact, REF 01.2040.001

@ Centrifugacny uzaver na separaciu plazmy (v pripade potreby sa da objednat
samostatne pod REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Manipulacia

Roztok stabilizatora v S-Monovette® cfDNA Exact je zdraviu Skodlivy. Preto bezpodmiene¢ne postupuijte podia tu
popisanych opatreni pri odbere krvi a pouzivajte vylucne materidl predpisany v tomto navode na pouzitie. Pred
odberom vydezinfikujte miesto punkcie podia interného hygienického planu. Pri viacerych odberoch naplrite
S-Monovette® cfDNA vzdy ako poslednt S-Monovette®. Odber krvi pomocou S-Monovette® cfDNA Exact sa
mobze vykonat aspiracnou technikou alebo vakuovou technikou.

Pri pouziti aspiranej techniky naplrite S-Monovette® cfDNA Exact po pripojeni pomalym tahanim piestu.

Pri pouziti vakuovej techniky natiahnite piest pred pripojenim S-Monovette® cfDNA Exact az do koneénej polohy v

ktorej piest zacvakne, a odlomte ho.

R

1) Aplikujte Skrtidlo (Cas 2) Pripojte prazdnu/

Skrtenia nesmie byt likvidaénu skiimavku,
viac ako 30 sekund). ihlu Safety-Multifly®
Vykonajte punkciu naplrte krvou.

zily na vhodnom

mieste.

3) Povolte skrtidlo, 4) S-Monovette® cfDNA Exact
naplite prazdnu/ podrzte zvislo pod uroviiou
likvidacénu skimavku ramena a pripojte.

a odstrarite. S-Monovette® cfDNA Exact

naplrte tahanim piestu
(aspiracna technika).

5) Odpoijte, piest potiahnite do koncovej polohy az
zacvakne, a odlomte ho (aspiracna technika).

SARSTEDT

6)

Premiesajte preparaciu s krvou
ota¢anim skumavky S-Monovette®
cfDNA Exact minimalne 5 krat ihned po
odbere krvi.
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S-Monovette® cfDNA Exact

Zasielanie vzoriek

Vzorky sa zasielaju v odberovej skimavke ako plna krv. Kedze vzorky su ¢asto odoberané na inom mieste, je po
odbere Casto potrebné transportovat vzorku do laboratdria. Aby bol zabepe€eny bezpecény transport, SARSTEDT
pontika kompletny baliaci systém pre S-Monovette®, ktory spifia poziadavky predpisu pre balenie P 650,
smernice ADR, RID, ICAO a IATA:

— Ochranna nadoba s absorbénou viozkou (REF 78.898) a uzaver (REF 65.679) ako sekundarna nadoba
- Zasielacia krabicka (REF 95.900, 95.901 a 95.902)

— Zasielacie balenie pre chladeny transport (REF 95.995, 95.1123, 95.1124 alebo 95.1625)

— Polystyrénovy obal pre chladenu prepravu (REF 95.1011)

Skladovanie vzoriek

V S-Monovette® cfDNA Exact zostava cfDNA vo vzorke krvi stabilnd na minimalne:
— 14 dni pri teplote 4 °C az 37 °C

Zamrazenie krvnych vzoriek nie je mozné!

Oddelenie plazmy

Objem vzorky po odbere v S-Monovette® cfDNA Exact je 9,2 ml (z toho 8,4 ml krvi). Oddelenie plazmy na
ziskanie cfDNA je viacstupriovy centrifugacny proces, ktory sa vykondva napriklad takto:

%\ /@ ®\
Centrifugacia T Centrifugacia -
» o

- |
> >
10 min 15 min
2000-3 000 x g 15000 x g

1. Vymerite Cerveny uzaver so zavitom za priloZeny centrifugacny uzéver

2. Centrifugujte 10 mindt pri 2 000 - 3 000 x g pri izbovej teplote

3. Presurite plazmu do reagencnych skimaviek (napr. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) alebo 72.701.400 (5,0 m).
4. Centrigujte plazmu 15 mindt pri 15 000 x g pri izbovej teplote.

5. Presurite plazmu do novych skimaviek, aby sa izolovala cfDNA a/alebo uskladnite (-80°C) aZ do izolacie.

Vhodnymi produktmi pre cfDNA izolaciu su:

1. Manualne filtracné systémy

NucleoSpin® stprava Plazma XS, Macherey-Nagel, REF 740900.50

NucleoSnap® stiprava DNA plazma, Macherey-Nagel, REF 740300.50

QIAamp® suiprava kyselina nukleova, Qiagen, REF 55114

MagMAX™ bezbunkova DNA izolaéna suprava, ThermoFisher Scientific, REF A29319

. Automatizované filtracné systémy
Chemagic™ cfDNA 5k suprava H24, firma Perkin Elmer, REF CMG-1304
InviMag® Suprava volne cirkulujica DNA/IG, firma. Invitek Molecular, REF 2439320400

e o N

Dal$ie informacie njdete na webovej stranke SARSTEDT.
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S-Monovette® cfDNA Exact

Technické zmeny vyhradené

Upozornenie

Skrtidlo neuvolfiujte, kym je pripojend S-Monovette® cfDNA Exact.

Krv a zloZky krvi, ktoré st odobraté a spracivané v S-Monovette® cfDNA Exact, nie su vhodné
na infuziu alebo zavedenie do ludského tela.

Treba dbat na beZzné preventivne opatrenia pri zaobchadzani s laboratérnymi reagenciami.
S-Monovetty pouzivajte len na odber krvi, a nie na injekciu.

Pozor

Vystrazné upozornenia
H317 Méze vyvolat alergicku koznu reakciu.

Bezpecénostné upozornenia

P261 Zabrarnte vdychovaniu prachu/dymu/plynu/hmly/par/aerosélov.

pP272 Je zakadzané vyniest kontaminovany pracovny odev z pracoviska.

P280 Noste ochranné rukavice/ochranny odev/ochranné okuliare/ochranu tvare.
P302+P352 PRI KONTAKTE S POKOZKOU: umyte velkym mnozstvom vody.

P321 Odborné oSetrenie (pozri poznamky na etikete).

P333+P313 Ak sa prejavi podrazdenie pokozky alebo sa vytvoria vyrazky: vyhladajte

lekarsku pomoc/starostlivost.

P362+P364 Kontaminovany odev vyzlecte a pred dalSim pouzitim vyperte.
P501 Zneskodnite obsah/nadobu spésob likvidacie odpadu podla pravnych
predpisov.

Karta bezpe€nostnych udajov na www.sarstedt.com

VSetky zévazné udalosti tykajuce sa vyrobku musia byt oznémené vyrobcovi a prislusnému Statnemu organu.

SARSTEDT AG & Co. KG . -
Sarstedtstr. 1 c € STERILE ﬂ ® Pri opatovnom pouziti:
riziko kontaminacie

D-51588 Niimbrecht
Qo L == .
— 7 N Skladuite pri izbovej teplote
N T L2

www.sarstedt.com
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S-Monovette® cfDNA Exact

Navodila za uporabo

Predvidena uporaba

S-Monovette® cfDNA Exact se uporablja za odvzem venske krvi z aspiracijsko ali vakuumsko tehniko.
Volumen vzorca je 9,2 ml (od tega 8,4 ml krvi).

Izdelek je namenjen za takojsnjo stabilizacijo cfDNA, prisotne v krvi (preprecitev degradacije cfDNA in
cfDNA in sprostitve genomske DNA iz celic z jedrom). Iz stabilizirane krvi je v epruveti S-Monovette®
cfDNA Exact s centrigurianjem mogoce lociti plazmo. S-Monovette® cfDNA Exact standardizira
predanalitiéni postopek v zaprtem sistemu med shranjevanjem in transportom vzorca.

Potrebni materiali

Za pridobitev venske krvi in plazme za analizo cfDNA potrebujete naslednje izdelke — nekateri od teh
niso prilozeni izdelku S-Monovette® cfDNA Exact*:

®* @* e

®

eno vensko prevezo, npr. REF 95.1006

eno kanilo Safety-Multifly® (REF 85.1637.235, 85.1638.235, 85.1640.235 ali
85.1642.235), dolzina: 200 mm

@ eno prazno epruveto/epruveto, ki jo zavrzete (npr. S-Monovette® Neutral ali drugo
S-Monovette®) za polnjenje cevke kanile Safety-Multifly®

S-Monovette® cfDNA Exact, REF 01.2040.001

centrifugacijski pokroveéek za loevanje plazme (mozno lo€eno narocanje, REF
65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Vzdrzevanje

Stabilizacijska raztopina, prisotna v epruveti S-Monovette® cfDNA Exact, je zdravju Skodljiva. Zato nujno
upostevajte tukaj navedene ukrepe za odvzem krvi in uporabljajte izkljucno materiale, ki so predpisani v teh
navodilih za uporabo. Najprej razkuzite mesto punkcije v skladu s higienskimi pravili ustanove. Epruveto
S-Monovette® cfDNA Exact pri veckratnem odvzemanju vedno napolnite kot zadnjo epruveto S-Monovette®.
Odvzem krvi z epruveto S-Monovette® cfDNA Exact lahko izvedete z aspiracijsko ali vakuumsko tehniko.

Pri uporabi aspiracijske tehnike epruveto S-Monovette® cfDNA Exact po prikljucitvi napolnite tako, da pocasi
vlecete bat.
Pri uporabi vakuumske tehnike bat pred prikljugitvijo epruvete S-Monovette® cfDNA Exact povlecite do zadnjega
zaskocnega polozaja (zasliSite »klik«) in vieCenje ustavite.

R

A

4

Namestite vensko
prevezo (zazemanje
ne sme trajati ve¢
kot 30 sekund).
Vensko punkcijo
izvedite na
primernem mestu.

2) Prikljucite prazno

epruveto/epruveto,

ki jo zavrzete, in
napolnite kanilo
Safety-Multifly® s
krvjo.

3) Sprostite vensko 4) Epruveto S-Monovette® cfDNA
prevezo, napolnite Exact drzite pod nivojem roke
prazno epruveto/ in jo prikljudite.
epruveto, ki jo Napolnite epruveto
zavrzete, in jo S-Monovette® cfDNA Exact
odstranite. tako, da povlecCete bat

(aspiracijska tehnika).

5) Odklopite epruveto, bat povlecite v zaskocni
polozaj (»Klik«) in ustavite vleCenje (aspiracijska
tehnika).

SARSTEDT

6) Vzorec premeSajte. V ta namen
epruveto S-Monovette® cfDNA Exact
takoj po odvzemu krvi najmanj 5 x
obrnite na glavo in nazaj.
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S-Monovette® cfDNA Exact

Posiljanje vzorca

Vzorec se posilia v obliki polne krvi v epruvetah za odvzem krvi. Ker se odvzemanje vzorcev pogosto odvija
decentralizirano, je po odvzemu krvi pogosto potreben transport vzorca v laboratorij. Za varen transport ponuja
SARSTEDT popoln sistem pakiranja za izdelke S-Monovette®, ki izpolnjuje zahteve predpisov za pakiranje P 650,
organizacij ADR, RID, ICAQO in IATA:

— zascCitni vsebnik z absorptivno podlogo (REF 78.898) in pokrov (REF 65.679) kot sekundarna posoda

— Skatlo za transport (REF 95.900, 95.901 in 95.902)

— $katlo za hladni transport (REF 95.995, 95.1123, 95.1124 ali 95.1625)

— stiroporna ovojnica za hladni transport (REF 95.1011)

Shranjevanje vzorca

V epruveti S-Monovette® cfDNA Exact ostane cfDNA v vzorcu krvi stabilna za vsaj:
— 14 dnipri4 °C do 37 °C

Zamrzovanje vzorcev krvi ni moznol

LocCevanje plazme

Po odvzemu vzorcev je volumen vzorca v epruveti S-Monovette® cfDNA Exact 9,2 ml (od tega 8,4 ml krvi).
Locevanje plazme za pridobivanje cfDNA je veCstopenjski proces centrifugiranja, ki se izvede na primer na
nasledniji nacin:

Centrifugiranje

IR,
10 min 15 min
2.000-3.000 x 15.000 x

1. Zamenjava rde¢ega navojnega pokrovéka s prilozenim pokrovékom za centrifugiranje.

2. 10 min centriguiranja pri 2.000 - 3.000 x g in pri sobni temperaturi.

3. Prenos plazme v reakcijske posode (npr. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) ali 72.701.400 (5,0 ml).
4. 15 min centriguiranja plazme pri 15.000 x g in pri sobni temperaturi.

5. Prenos plazme v nove posode za izolacijo ¢fDNA oz. za shranjevanje (-80 °C) do izolacije.

Primerni izdelki za izolacijo cfDNA so:

1. Rocni sistemi za ¢iS€enje DNA

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Avtomatizirani sistemi za ¢iS¢enje DNA
Chemagic™ cfDNA 5k Kit H24, Fa. Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Fa. Invitek Molecular, REF 2439320400

e o N

Ve¢ informacij pois&ite na spletnem mestu druzbe SARSTEDT.
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S-Monovette® cfDNA Exact

Pridrzujemo si pravico do tehni¢nih sprememb.

Opozorila

Venske preveze ne sprostite, dokler je priklju¢ena epruveta S-Monovette® cfDNA Exact.

Kri in komponente krvi, ki so odvzete in obdelane v S-Monovette® cfDNA Exact, niso primerne
za infundiranje ali uvajanje v ¢lovesko telo.

Upostevati je treba obicajne varnostne ukrepe pri ravnanju z laboratorijskimi reagenti.
Epruvete S-Monovette uporabljajte le za odvzem krvi in ne za injiciranje.

Pozor

Stavki o nevarnosti
H317 Lahko povzrodi alergijski odziv kozZe.

Previdnostni stavki

P261 Ne vdihavati prahu/dima/plina/meglice/hlapov/razprsila.

P272 Kontaminirana delovna oblaéila niso dovoljena zunaj delovnega mesta.
P280 Nositi zas¢itne rokavice/zas¢itno obleko/zas¢ito za o¢i/zas¢éito za obraz.
P302+P352 PRI STIKU S KOZO: Umiti z veliko vode.

P321 Posebno zdravljenje (glejte opombe na tej etiketi).

P333+P313 Ce nastopi drazenje koze ali se pojavi izpu$éaj: poiséite zdravnisko

pomoc/oskrbo.

P362+P364 Sleci kontaminirana oblacila in jih oprati pred ponovno uporabo.
P501 Odstraniti vsebino/posodo po zakonskih predpisih o odlaganju.

Varnostni list lahko pridobite na www.sarstedt.com.

O vseh resnih dogodkih v zvezi s proizvodom je treba obvestiti proizvajalca in pristojni nacionalni organ.

SARSTEDT AG & Co. KG .
Sarstedtstr. 1 c € STERILE ﬂ ® Ob ponovni uporabi:
nevarmost kontaminacije

D-51588 Niimbrecht
e L === ) )
— 7 N Hraniti pri sobni temperaturi
N T L2

www.sarstedt.com
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S-Monovette® cfDNA Exact

Bruksanvisning

Beskrivning

S-Monovette® cfDNA Exact anvands for venprovtagning med aspirations- eller vakuumteknik.
Provvolymen &r 9,2 ml (varav 8,4 ml &r blod). Produkten anvands for att omedelbart stabilisera
cfDNA i blodet och forhindra att detta bryts ner, samt att forhindra frisattning av genomiskt DNA fran
nukledra celler.

Plasman i S-Monovette® cfDNA Exact separeras fran det stabiliserade blodet genom centrifugering.
S-Monovette® cfDNA Exact haller provet stabiliserat i ett slutet system under forvaring och transport.
Material

Foljande produkter markta med * medfdlier ej S-Monovette® cfDNA Exact men &r ndédvandiga for
venprovtagning av cfDNA:

®

®* @* e

Stasband, exempelvis REF 95.1006

Safety-Multifly®-kanyl (REF 85.1637.235, 85.1638.235, 85.1640.235 eller
85.1642.235), langd: 200 mm

@ Ett tomt ror/slaskror (exempelvis S-Monovette® Neutral eller annan S-Monovette®)
for fylining av slangen i Safety-Multifly®-kanylen

S-Monovette® cfDNA Exact, REF 01.2040.001
Extra kork till centrifugering (kan aven bestéllas separat, REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Handhavande

Stabilisatorn i S-Monovette® cfDNA Exact ar halsovadlig. Folj atgarderna som beskrivs nedan for
blodprovstagning och anvand enbart de material som anges i denna bruksanvisning. Desinficera stickstallet enligt
lokala hygienrutiner. Om fler prover ska tas, fyll alltid S-Monovette® cfDNA Exact som sista provrér. Blodprovet
kan tas med aspirations- eller vakuumteknik.

Vid aspirering: Fyll S-Monovette® cfDNA Exact efter anslutning till kanylen genom att sakta dra pistongen bakat.

Med vakuumteknik: Dra ut pistongen helt till det bakre Iaslaget (snappljud) och bryt av pistongen innan du
ansluter S-Monovette® cfDNA Exact till kanylen.

R

1) Ta pa stasbandet
(stasa armen i
hogst 30 sekunder).
Punktera venen pa
lampligt stélle.

2) Anslut ett tomt ror
till Safety-Multifly®-
kanylen, for att fylla
slangen med blod.

3) Lossa pa stasbandet, 4) Hall S-Monovette® cfDNA

fyll det tomma réret Exact lodratt samt lagre &n
och ta darefter bort armen och anslut roret till
det. kanylen. Fyll S-Monovette®

cfDNA Exact genom att dra
kolven bakat (vid aspirering).

5) Koppla loss roret, dra kolven till [aslaget (sndppliud)  6) Blanda provet genom att vanda
och bryt av (vid aspirering).

SARSTEDT

S-Monovette® cfDNA Exact minst
5 ganger direkt efter provtagningen.
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S-Monovette® cfDNA Exact

Skicka proverna

Proverna ska skickas som helblod i provtagningsroren. Provtagningen sker ofta lokalt och darfor ar det vanligt att
proven maste transporteras till laboratoriet. SARSTEDT erbjuder ett komplett och sakert forpackningssystem for
S-Monovette® som uppfyller férpackningskraven enligt P 650, ADR, RID, ICAO och IATA:

— Transporthylsa med absorbent (REF 78.898) och skruvlock (REF 65.679) som sekundar férpackning
- Transportlada (REF 95.900, 95.901 & 95.902)

— Transportférpackning for kyltransport (REF 95.995, 95.1123, 95.1124 eller 95.1625)

- Frigolitidda for kyltransport (REF 95.1011)

Forvaring av prov

cfDNA i ett blodprov i en S-Monovette® cfDNA Exact forblir stabilt i minst:
- 14 dagar vid férvaring mellan 4°C och 37°C

Helblodsproverna kan inte frysas!

Separering av plasma

Efter blodprovsprovtagning ar provvolymen i S-Monovette® cfDNA Exact 9,2 ml (varav 8,4 ml &r blod).
Separering av plasma ur vilket cfDNA utvinns ifran, bestar av flera centrifugeringssteg, se exempel nedan:

Centrifugering

T,
10 minuter 15 minuter
2000till3 000 g 150009

1. Skruva av det réda skruvlocket och skruva pa det medftljande skruvlocket.

2. Centrifugera i 10 minuter vid 2,000 - 3,000 x g i rumstemperatur.

3. For dver plasman till provroret (exempelvis REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) eller 72.701.400 (5,0 ml).
4. Centrifugera plasman i 5 minuter vid 15,000 x g i rumstemperatur.

5. For dver plasman till ett nytt provror for isolering av cfDNA och/eller for férvaring (-80°C) fram till isolering.

Lampliga produkter fér cfDNA-isolering:

1. Manuella reningssystem

NucleoSpin® Plasma XS-kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plasma-kit, Macherey-Nagel, REF 740300.50

QlAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

. Automatiska reningsssystem
Chemagic™ cfDNA 5k Kit H24, Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Invitek Molecular, REF 2439320400

e o N

Ytterligare information finns pa SARSTEDTs webbplats.
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S-Monovette® cfDNA Exact

Med reservation for tekniska férandringar

Varningar

Lossa aldrig pa stasbandet d& S-Monovette® cfDNA Exact &r ansluten

Blod och blodkomponenter som tas ut och bereds med S-Monovette® cfDNA Exact far inte
anvandas for infusion eller féras in i manniskor.

Folj sedvanliga rutiner vid hantering av laboratoriereagenser.
Anvand S-Monovette® endast for blodprovstagning — inte for injektioner.

Varning

Faroangivelser

H317 Kan orsaka allergisk hudreaktion.

Skyddsangivelser

P261 Undvik att inandas damm/rék/gaser/dimma/angor/sprej.

P272 Nedstankta arbetsklader far inte avliagsnas fran arbetsplatsen.
P280 Anvéand skyddshandskar/ skyddsklader/ 6gonskydd/ ansiktsskydd.
P302+P352 VID HUDKONTAKT: Tvatta med mycket vatten.

P321 Sarskild behandling (se ytterligare information pa etiketten).

P333+P313 Vid hudirritation eller utslag: Sok lakarhjélp.
P362+P364 Ta av nedsténkta klader och tvétta dem innan de anvands igen.
P501 Innehallet/behallaren lamnas till avfallshanteringsplats enligt

lagbestammelser.

Sakerhetsdatablad finns pa www.sarstedt.co

Alla allvarliga handelser som rér produkten ska meddelas tillverkaren och berérd nationell myndighet.

SARSTEDT AG & Co. KG X
Sarstedtstr. 1 c € STERILE ﬂ ® Vid &teranvandning:
kontamineringsrisk

D-51588 Niimbrecht
Qo L == "
— 7 N Forvaras i rumstemperatur.
N T L2

www.sarstedt.com

SARSTEDT

102



S-Monovette® cfDNA Exact ™

MubzabbunshBa

Tagisyasalunmsldan

S-Monovette® cfDNA Exactlgausumsimnziividoannuasaiieadiladlfinatamsnzgadionsasmugy wiomaia
manzivuvvgaanne Yssnadedisde 9.2 wa. (Wuidea 8.4 ua.)

wiaAvitlduivsnsanw CIONA didegluiden (JosAumsamasives fDNA wazmsdaaddesves Genomic DNA anssadii
dilaedea) mansawsnwmamesnatasaditivain S-Monovette® cfDNA Exact shomsitfuiniss uasa S-Monovette®
cfDNA Exact silsimsdafvsdnaspudmsvduneunoumsanadianzyd demsdaivuazmsvudedonadonuszyuda

Yagrisdu

Tumsinzivideannuasardeadwaznandsn dusumsdansy CIDNA azdesindndmaiassialdsd Seunednlsisasagluussy
Ausives S-Monovette® cfDNA Exact *:

®* @* e

Mesavhuaeaiitendn tdu REF 95.1006

wanya Safety-Multifly® wisiside (REF 85.1637.235, 85.1638.235, 85.1640.235 w3
85.1642.235), anue: 200 s,

@ vasativtdeaial (daeiesn S-Monovette® Neutral wie S-Monovette® suq) dwsuliaaalua

winanedsbuasesveswanya Safety-Multifly®lsdunesl uduasuwsn

S-Monovette® cfDNA Exact, REF 01.2040.001

rhdadusumsduinissiwonsnnarasn (ndesms asnsadedoldusndemn laendadaaisia

REF 65.729)
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ovette® cfDNA Exact

ﬁL o

MILBINU

asazandmsusnmanwiussyedlu S-Monovette® cfDNA Exact ilusuanssogumu duiudsinduiazdosdfrdasduuzaiilums
ndvideauadldTagiszylilumuuzihmsldnuagudivhilu iashifevinaazmngd Iasmhmumasnuguowsis iledesmziividon
chevasativideauassiia liiaziividen das S-Monovette® cfDNA Exact idunasadavheiase asnsainziividesiadlinaiams
1MzgadieMsfeugy wiamadamaazivuuvgaanne

wiekfimaiamsinzgadismsasiugu tigardeass S-Monovette® cfDNA Exact ndsandeidonsuuanya Safety-Multifly®1asms
Geituguadiedg

isldmaieamsisiusuugaanma lideiuguuss S-Monovette® cfDNA Exact audsshuwmisdondunds (,Ldvswnsn®) wdavinaan
Asumssasfentuwauya Safety-Multifly®

1) Semesavhuidon (ag 2) deudevasaiiutdeaiar  3) daamesavhudeasen 4)  dowana S-Monovette® cfDNA
shasardoaiu 30 Jurdi) vihfuwauyd Safety- wazthviaaawiuidoand il Exact Vil dszauuaulunuads wi
sutumsazideasilu Multifly® lidealvaiin Ldeadnanualeen BensaiuLAuys
dhuvvkeviivangan an@aluange oAy Safety-Multifly® wazésitiugy

# Safety-Multifly® was 269819 (ImAamsianzgadiems
wasativLaeaLlaildiueu Refugy)

5)  muihmase S-Monovette® cfDNA Exact son lvidsfugy 6) wuandviasanaINMIAZLAUGBAA
AAIEINUIFONIUUEI (,LFB9uATN) WEIWNBEN S-Monovette® cfDNA Exactlasmsah
waonaILazaIliu 08191ton 5 AT
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S-Monovette® cfDNA Exact

REGSOPLERS

shedraidenazgndaduidonnsudinilunasaiividen tissnndieiaideasinazgninzdvnanasamui Jsdududesimsuudediegialddavios
digamsmdsmnniazivideaud tdemsvudsiiasads SARSTEDT sinaueszuvussqdaaiiasevagudwsu S-Monovette® daduly
anudemuuevsstersduussydaai P 650, ADR, RID, ICAO waz IATA:

- mouzussatdesiudisiucugasy (REF 78.898) wazshda (REF 65.679) idumauzussqses

—  nassdade (REF 95.900, 95.901 waz 95.902)

- ussadavivededusumsvnddugiiu (REF 95.995, 95.1123, 95.1124 w3e 95.1625)

- gesdlalsludmsunsunddiugdu (REF 95.1011)

MITALAVAIDYN

lunszuan S-Monovette® cfDNA Exact +iil# cfDNA ludegrsrdonnssniduiaagnerion:

- 14 #llugauugi 4°Cds 37°C

laiagnsnsausudedaagadoale |

MIbYNWAEUN

Jsanashedadaalunasa S-Monovette® cfDNA Exact didsma 9.2 ua. (tutdon 8.4 ua.) udsnnmaasiiviion

ass

simswenwndsniebild CIDNA wWunszvaumsdudssuuuvasduneu Sesi3tmaensiumasdsdaogrssiolai :

15wt

15,000 x g

. masdsushindsduasdeddmsutuiedlsiinee

. dusdsun 10 widishe 2,000 - 3,000 X g lugaungiivies

. msenanasnadumsuzausvihyase (shedhagu REF 72.706.200 (1.53a), 72.695.200 (2.0 wa.) wse 72.701.400 (5.0 wa.)
. dundvewmanuiu 15 wididhe 15,000 x g lugauadisios

. masenanasnadumsudasiiiewsn CIONA wladusumsdaiiy (-80°C)

OB wWwnN =

dndaiivansaudusumsuwen CFDNA Lauwn

W

1. szvumsuwenasiduSanichedaies

¢ NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50

¢ NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

e QlAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

o MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319
2. syyumswenasliusgniuuusalusic

e Chemagic™ cfDNA 5k Kit H24, v33m Perkin Elmer, REF CMG-1304

L]

InviMag® Free Circulating DNA Kit/IG, u5sw Invitek Molecular, REF 2439320400

anansagiayasisidsilaluiuladves SARSTEDT
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vette® cfDNA Exact

o 4
ALED U
*  dhuasameiavhadeasenlusziiei S-Monovette® cfDNA Exact ideusiong

* deauazdiuisznevussideadigndunsnnnuasa S-Monovette® cfDNA Exact lsiwsnzausumsaadinsesind
gamesiyud

°  aydesdfidmudemsszisannladiledamsivansiadivnsaviesdframs

o 14 S-Monovette® dwsumsianzsfusdonaiaiu shalSdusumsaa

GomITTe e

Midonisnnusuansy
H317 enasiibdfiiadugduividamts

Amunzihmuanudasade

P261 wanidsesmagaausu/aiu/uia/ven/lo/azessasy

P272 huadldyarnanuidaifoosnuaniudvian

P280 anlldgedieisiv/yadesiu/uinenitsi/gnsaldesirilumin

P302+P352 leduadudivile: SesencaviiySmnasnn

P321 masnmiliay (Usagimuuzihuuaanid)

P333+P313 wledmisszmeidesuserudu: Susuugihusevennumisiudsmemsunng
P362+P364 aeagavdaidesenuazsndenihmnaslddnale

P501 maautesn/meuzanangszidslumsiiamungusng

enasfeyannudasadeasld www.sarstedt.com
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S-Monovette® cfDNA Exact [E

Kullanim igin talimatlar

Kullanim amaci
S-Monovette® cfDNA Exact aspirasyon veya vakum teknidi ile vendz kan almaya yarar. Numune
hacmi 9,2 ml'dir (bunun 8,4 ml’si kan).

Uriin, kanda meveut cfDNA'nIn derhal stabilize edilmesini saglar (cfDNA degradasyonunu ve
cekirdekli hiicrelerden genom DNA'nin agiga gikmasini dnler). Stabilize edilen kandan S-Monovette®
cfDNA Exact kullanilarak santrifij yoluyla plazma separasyonu gergeklesebilir. S-Monovette® cfDNA
Exact numunenin saklanmasi ve nakliyesi sirasinda kapali bir sistem i¢erisinde analiz dncesi islemleri
standardize eder.

Gerekli malzemeler

cfDNA analizi amaciyla vendz kan ve plazma kazanmak igin asagida belirtilen Grtnler gereklidir. Bunlar
kismen S-Monovette® cfDNA Exact Grlininun teslimat kapsaminda degildir*:

®* @* e

®

Turnike, 6rn. REF 95.1006

Safety-Multifly® igne (REF 85.1637.235, 85.1638.235, 85.1640.235 veya
85.1642.235), uzunlugu: 200 mm

@ Safety-Multifly® ignenin hortumunu doldurmak igin bos/tek kullanimiik ttip (6.
S-Monovette® Notr veya bagka S-Monovette®)

S-Monovette® cfDNA Exact, REF 01.2040.001

Plazma separasyonu icin santrifij kapagd (ihtiyag halinde REF 65.729 ile ayrica siparis
edilebilir)

SARSTEDT
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S-Monovette® cfDNA Exact

Kullanim

S-Monovette® cfDNA Exact Urlininde bulunan stabilizasyon soltisyonu sadliga zararlidir. Bu nedenle, kan

alma sirasinda burada agiklanan talimatlar mutlaka dikkate alin ve sadece bu kullanim bilgilerinde dngdrtlen
malzemeleri kullanin. Dahili hijyen planina uygun olarak ponksiyon yerini énceden dezenfekte edin.
S-Monovette® cfDNA Exact GrinUnd birden fazla numune alindiginda daima son S-Monovette® olarak doldurun.
S-Monovette® cfDNA Exact ile kan alimi aspirasyon veya vakum teknigi ile gergeklesebilir.

Aspirasyon teknigi kullanildiginda S-Monovette® cfDNA Exact GrinUn taktiktan sonra piston gubugunu yavasca

cekerek doldurun.

Vakum teknigi kullanildiginda S-Monovette® cfDNA Exact Uriinini takmadan énce piston gubugunu arka durma

konumuna kadar (“knak”) ¢cekin ve cubugu kirn.

R

1) Turnike takin (vendz ~ 2) Bos/Tek kullanimlik

staz 30 saniyeden tUpd takin,

uzun olmamalidir). Safety-Multifly® igneyi
Uygun yerde ven kanla doldurun.
ponksiyonunu

gerceklestirin.

3) Turnikeyi ¢dzUn, bos/ 4) S-Monovette® cfDNA Exact
tek kullanmiik tipd Urdnuind dik konumda kol
doldurun ve cikarin. seviyesinin altinda tutun ve

baglantisini yapin.
S-Monovette® cfDNA Exact
UrdnUnd piston gubugunu
cekerek doldurun (aspirasyon
teknigi).

5) Baglantiyr ¢ézin, piston gubugunu durma
konumuna kadar ¢ekin (“knak”) ve kirin (aspirasyon S-Monovette® cfDNA Exact GrinUnd

teknigi).

SARSTEDT

6) Preparasyonu karistirin, bunun igin

kan aldiktan hemen sonra en az 5 kez
bas Ustl cevirin.
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S-Monovette® cfDNA Exact

Numunenin génderilmesi

Numunenin génderilmesi tam kan olarak kan alma tUpU iginde gergeklesir. Numuneler genelde merkezi bir yerde
alnmadigindan, kan almindan sonra numunenin laboratuvara nakledilmesi s¢z konusudur. SARSTEDT, probun
glvenli nakliyesini saglamak amaciyla S-Monovette® igin ADR, RID, ICAQO ve IATA'nin P650 ambalaj yénetmeliginin
kriterlerini yerine getiren komple bir ambalaj sistemi sunmaktadir:

— Sekonder kap olarak emici parcall (REF 78.898) ve kapakli (REF 65.679) koruyucu kap

—  Gonderi kutusu (REF 95.900, 95.901 & 95.902)

— Sogutmali nakliye igin génderi ambalaji (REF 95.995, 95.1123, 95.1124 veya 95.1625)

— Sogutmali nakliye igin polistren kilif (REF 95.1011)

Numune saklama

S-Monovette® cfDNA Exact Urliniinde kan ornegindeki cfDNA asagida belirtilen kosullarda stabil kalir. En az:
— 14 gln, 4°C ila 37°C’de

Kan érneginin dondurulmasi mimkdn degildir!

Plazma separasyonu

Numune alindiktan sonra S-Monovette® cfDNA Exact Urliniinde numune hacmi 9,2 ml’dir (bunun 8,4 ml’si kan).
cfDNA kazanmak igin plazma separasyonu birkag kademeli santrif(jj prosesidir ve 6rnegin su sekilde gerceklesir:

Santriflj Santriflj
_— >
10 dak. 15 dak.
2.000-3.000 x g 15.000 x g

. Kirmizi vidal kapak teslimat kapsamindaki santriflj kapagdiyla degistirilir.

. Oda sicakliginda 10 dak. boyunca 2.000 - 3.000 x g ile santriflij edilir.

. Plazma reaksiyon tiiplerine aktarilir (6rn. REF 72.706.200 (1,5 ml), 72.695.200 (2,0 ml) veya 72.701.400 (5,0 ml).
. Plazma oda sicakliginda 15 dak. boyunca 15.000 x g ile santriflij edilir.

. cfDNA izolasyonu veya izolasyona kadar saklamak igin (-80°C) plazma yeni bir tipe aktarilr.

[S RSSO I SR

cfDNA izolasyonu i¢in uygun urtnler sunlardir:

1. Manuel purifikasyon sistemleri

NucleoSpin® Plazma XS Kit, Macherey-Nagel, REF 740900.50

NucleoSnap® DNA Plazma Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit, Qiagen, REF 55114

MagMAX™ Cell-Free DNA izolasyon Kit, ThermoFisher Scientific, REF A29319

. Otomatik purifikasyon sistemleri
Chemagic™ cfDNA 5k Kit H24, Firma Perkin Elmer, REF CMG-1304
InviMag® Free Circulating DNA Kit/IG, Firma Invitek Molecular, REF 2439320400

e o N

Daha fazla bilgiyi SARSTEDT internet sitesinde bulabilirsiniz.

SARSTEDT
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S-Monovette® cfDNA Exact

Teknik degisiklik hakki sakiidir

Uyarilar

S-Monovette® cfDNA Exact Grlini takili iken turnikeyi ¢gézmeyin.

S-Monovette® cfDNA Exact icinde alinan ve islenen kan ve kan bilesenleri inflizyon veya insan
vlcuduna nakledilmek icin uygun degildir.

Laboratuvar reaktif maddeleriyle ¢alisirken bilinen koruyucu tedbirlere uyulmalidir.
S-Monovette Urlinlerini sadece kan almak icin kullanin; enjeksiyon amagl kullanmayin.

Dikkat

Zararhlik ifadesi
H317 Alerijik cilt reaksiyonlarina yol agar.

Onlem ifadeleri

P261 Tozunu/dumanini/gazini/sisini/buharini/spreyini solumaktan kaginin.
P272 Kirlenmis kiyafetleri isyeri disina ¢ikarmayin.

P280 Koruyucu eldiven/koruyucu kiyafet/g6z koruyucu/yiiz koruyucu kullanin.
P302+P352 DERI ILE TEMAS HALINDE iSE: Bol sabun ve su ile yikayin.

P321 Ozel miidahale gerekli (etikete bakin notlar).

P333+P313 Ciltte tahris veya kasinti s6z konusu ise: Tibbi yardim/midahale alin.
P362+P364 Kirlenmis giysileri ¢ikarin ve yeniden kullanmadan énce yikayin.
P501 Igerigi/kabi imha kanunlari uyarinca bertaraf edin.

Guvenlik bilgi formu i¢in bkz. www.sarstedt.com

Urtinle ilgili tim ciddi olaylar, imalatciya ve yetkili ulusal otoriteye bildirilecektir.

SARSTEDT AG & Co. KG -
Sarstedtstr. 1 c € STERILE ﬂ ® Tekrar kullanidiginda:
Kontaminasyon tehlikesi

D-51588 Niimbrecht

www.sarstedt.com s 2 e
/7'/\ N " " Oda sicakligin Oda sicakliginda
/.'L\ s % muhavaza ediniz da saklanmalidir

SARSTEDT
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S-Monovette® cfDNA Exact U

Instructions for Use

Purpose

The S-Monovette® cfDNA Exact is used for venous blood collection with the aspiration or vacuum
technique. The sample volume is 9.2 ml (of which 8.4 ml is blood).

The product is used to immediately stabilise the cfDNA present in the blood (preventing degradation
of the cfDNA and the release of genomic DNA from nucleated cells). The S-Monovette® cfDNA Exact
separates plasma from the stabilised blood using centrifugation. The S-Monovette® cfDNA Exact
standardises preanalyitics in a closed system while the sample is being stored and transported.

Required materials

To obtain venous blood and plasma for cfDNA analytics, you will need the following products, some
of which are not included in the S-Monovette® cfDNA Exact scope of supply *:

®* @* e

®

(@) Atourniquet, e.g. REF 95.1006

@ A Safety-Multifly® needle (REF 85.1637.235, 85.1638.235, 85.1640.235 or
85.1642.235), length: 200 mm

@ An empty/discard tube (e.g. S-Monovette® Neutral or other S-Monovette®) to fill the
tube of the Safety-Multifly® needle

@ S-Monovette® cfDNA Exact, REF 01.2040.001

@ A centrifugation cap for plasma separation (can be ordered separately if required
under REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

Handling

The stabiliser solution pre-filled in the S-Monovette® cfDNA Exact is harmful to health. You must therefore follow
the prescribed measures for blood collection and only use the materials prescribed in these instructions for

use. Disinfect the puncture site beforehand as per the internal hygiene plan. Always fill the S-Monovette® cfDNA
Exact as the last S-Monovette® when making multiple collections. Blood can be collected with the S-Monovette®
cfDNA Exact using the aspiration or vacuum technique.

When using the aspiration technique, fill the S-Monovette® cfDNA Exact after connecting by slowly pulling up the
plunger.

When using the vacuum technique, pull up and snap the plunger until it clicks into the rear snap-in position
before connecting the S-Monovette® cfDNA Exact.

R

1) Put on tourniquet 2) Connect empty/ 3) Loosen tourniquet, fill  4) Hold the S-Monovette® cfDNA

(do not keep in discard tube, fill empty/discard tube Exact vertically below arm level
place for longer Safety-Multifly® and remove. and connect.

than 30 seconds). needle with blood. Fill the S-Monovette® cfDNA
Puncture vein in a Exact by pulling up the plunger
suitable place. (aspiration technique).

5) Disconnect, pull the plunger into the snap-in 6) Mix preparation by inverting the
position and snap (aspiration technique). S-Monovette® cfDNA Exact at least five

times after collecting the blood.
SARSTEDT
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S-Monovette® cfDNA Exact

Sending samples

Samples are sent as full blood in the blood collection tube. As samples are often collected in a different place, it
is often necessary to transport the sample to the lab after blood collection. In order to ensure secure transport,
SARSTEDT offers a complete packaging system for the S-Monovette®, which meets the requirements of
packaging instruction P 650, the ADR, RID, ICAO and IATA:

— Protective container with absorbent lining (REF 78.898) and screw cap (REF 65.679) as secondary packaging
- Shipping box (REF 95.900, 95.901 & 95.902)

— Shipping packaging for refrigerated transport (REF 95.995, 95.1123, 95.1124 or 95.1625)

— Styrofoam casing for refrigerated transport (REF 95.1011)

Sample storage

In the S-Monovette® cfDNA Exact, the cfDNA in the blood sample remains stable for at least:
— 14 days at 4°C to 37°C
It is not possible to freeze the blood samples.

Plasma separation

After sample collection, the sample volume in the S-Monovette® cfDNA Exact is 9.2 ml (of which 8.4 ml is blood).
Separating the plasma to obtain the cfDNA is a multi-stage centrifugation process, which can be carried out as
follows for example:

Centrifugation

—
10 min 15 min
2,000-3,000 x g 15000 x g

1. Replace the red screw-on lid with the centrifugation cap included.

2. Centrifuge for 10 minutes at 2,000-3,000 x g at room temperature.

3. Transfer the plasma into reaction vessels (e.g. REF 72.706.200 (1.5 ml), 72.695.200 (2.0 ml) or 72.701.400 (5.0 ml).
4. Centrifuge the plasma for 15 minutes at 15,000 x g at room temperature.

5. Transfer the plasma into new vessels to isolate the cfDNA and/or to store (-80°C) until isolation.

Suitable products for cfDNA isolation are:

1. Manual purification systems

NucleoSpin® Plasma XS-Kit, Macherey-Nagel, REF 740900.50
NucleoSnap® DNA Plasma-Kit, Macherey-Nagel, REF 740300.50

QIAamp® Circulating Nucleic Acid Kit , Qiagen, REF 55114

MagMAX™ Cell-Free DNA Isolation Kit, ThermoFisher Scientific, REF A29319

N

. Automated purification systems
* ChemagicTM cfDNA 5k Kit H24, Perkin EImer, REF CMG-1304
¢ InviMag® Free Circulating DNA Kit/IG, Invitek Molecular, REF 2439320400

You can find more information on the SARSTEDT website. SARSTE DT
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S-Monovette® cfDNA Exact

Technical modifications reserved

Warnings
e Do not loosen the tourniquet while the S-Monovette® cfDNA Exact is connected.

e Blood and blood components that are collected and processed in the S-Monovette® cfDNA
Exact are not suitable for infusion or introduction into the human body.

e The usual precautionary measures should be observed when handling laboratory reagents.
e Only use S-Monovettes for blood collection and not for injection.

Warning

Hazard statements
May cause an allergic skin reaction

Precautionary statements
Avoid breathing dust/fume/gas/mist/vapors/spray.
Contaminated work clothing must not be allowed out of the workplace.
Wear protective gloves/protective clothing/eye protection/face protection.
If on skin: Wash with plenty of water.
Specific treatment (see remarks on this label).
If skin irritation or rash occurs: Get medical advice/attention.
Wash contaminated clothing before reuse.
Dispose of contents/container to waste disposal site according to legal
regulations.

Safety data sheet at www.sarstedt.com

All serious incidents relating to the product shall be notified to the manufacturer and the competent national authority.

SARSTEDT AG & Co.KG c € STER”_E ® Risk of contamination
if reused

D-51588 Niimbrecht
Sl L ==
— 7 N Store at room temperature
N T L2

www.sarstedt.com
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S-Monovette® cfDNA Exact =

(EQENE
I3E)=S
S-Monovette® GfDNA Exact FJ T BIT IR B HA T BRI, HAE) 9.2 ml (b 8.4 mil
AWA)

127 o) ENFRE MR T A ofDNA (BFLE cfDNA EREFI N B4R BRI E R ZH DNA) . 7
S-Monovette® cfDNA Exact 41, i@ B/ OO0 BEMRENMA OB LE MK, S-Monovette® cfDNA
Exact fE £ IR G PAFAEFLCHAF A, AMSEIRIAATRISREN

eV
N TIRELFATF ofDNA DRk A, BEAZITm (SDERBEE S-Monovette®
cfDNA Exact B9t 5255 e

—Zk1EIME, $a0 REF 95.1006

—/\ Safety-Multifly® 1% (REF 85.1637.235. 85.1638.235. 85.1640.235
85.1642.235) , £&: 200 mm

@ —R=HE/ —XMRE (90 S-Monovette® Neutral 5 ELfth S-Monovette®) |
FHT1E7% Safety-Multifly® $HERIE

@ S-Monovette® cfDNA Exact, REF 01.2040.001

® —BTOBMEEOE (TIRIEBESIRITNG, 1TH%S REF 65.729)

SARSTEDT
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S-Monovette® cfDNA Exact

1RME

S-Monovette® cfDNA Exact P EEMIREFARNBREEE. FEit, BSERILAFMRIBRYRMIRIES X,
FECRARERRB P MERIM L, RIBERAZIBN PAERE BN R MBI TES., HITSEXMAE,
442248 S-Monovette® cfDNA Exact fEASfE— S-Monovette® KIME, 8] S-Monovette® cfDNA Exact KM
B, ATRUCRARMIREARET A,

WNRFERHMREEAR, WIEEZETH GBI &8 HIEZEMRIEF S-Monovette® cfDNA Exact.
MBFAESHA, MEERE S-Monovette® cfDNA Exact Z 8, ¥R EEHENGE (RIFF “1EhL”
), RIEEETE,

- 5
1) ELIEm® (5pkfE 2) EESRE/ XM 3) MITLEMmT, ikMm&  4) ¥ S-Monovette® cfDNA Exact

ERBN 30 ) . &, md TN IHE/—x EERETE N HEET,

TEE SN B TE Safety-Multifly® +& EIEHER T, B EEET

is=l MR S-Monovette® cfDNA Exact
(JIRFEA) o

5) WirhER:, BEEMNZERANE (2078 18 6) Xi/E, B S-Monovette® cfDNA
BA” B) , RAFEHT (IRER) . Exact E NEEIFEENZED 5%, FEHIF

SHRNATRA.
SARSTEDT
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S-Monovette® cfDNA Exact

=¥V

AN MEARERMNE T HITEH. ATREROMETRME, RtERNEEEHERHANSHE
SLIGZE, N TR Z s, SARSTEDT #H T S-Monovette® ERMEERR RS, HERRE LM P 650
. ADR. RIDICAO # IATA FYZEK:

- kU (REF 78.898) F1&yE (REF 65.679) BURIFARIENINESR
- =% (REF 95.900. 95.901 1 95.902)

- AlEizmEZ% (REF95.995, 95.1123, 95.1124 = 95.1625)

- REZRAREIGEARERE (REF 95.1011)

HEARMETT

£ S-Monovette® cfDNA Exact /1, [ HY cfDNA BI{RIFIRE:

- EA4CEITCIMNETEDRIF 14K

REERG ML

m#ENE

HYEES, S-Monovette® cfDNA Exact EIREAEN 9.2 ml (Erh 8.4 ml NIMR) . FIFKEL cfDNA Frdt {7890
KOBR2—NEMEBELDBEIE, BNTHEIWLLNRE:

LB BLDE
e

10 34h 15 54

2,000-3,000 x g 15,000 x g

1. B iRl s SR MM g,
2. EZRTLL 2,000 - 3,000 x g HHREELHHE 10 Heb,
3. BMEEBIRMAZH (Ft REF 72.706.200 (1.5 ml), 72.695.200 (2.0 ml)  72.701.400 (5.0 ml)) ,
4. 7EZE TLL 15,000 x g RERMRE LA E 15 Do,
5. BIMREB I ARHLIDE cfDNA S#(7447% (-80°C) EENE.
&4 cfDNA 2 B~ RE1E:
. FRA RS
NucleoSpin® Plasma XS i##| &, Macherey-Nagel A5], REF 740900.50
NucleoSnap® DNA [Mm#2i#7&, Macherey-Nagel A7), REF 740300.50
QlAamp® EIMZE IS, Qiagen AT, REF 55114
MagMAX™ ji85 DNA Bt %5, ThermoFisher Scientific /A5], REF A29319
. B RS

Chemagic™ cfDNA 5k {5 & H24, Perkin Eimer A&], REF CMG-1304
InviMag® J# &R DNA IR FIE/G, Invitek Molecular 2A5], REF 2439320400

e o o 0

e o N

S 25010 SARSTEDT Wik,
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S-Monovette® cfDNA Exact

SEN, MABITIBA, DS ARRERLRIEN

Z2EHER

o & S-Monovette® cfDNA Exact i8], B2 IEMtH .

e S-Monovette® cfDNA Exact # i REEFANEN MR MR AL D NS & Eks I NAMK,
o [ERASIOEIFIN, HANETEMNIAHEE.

e S-Monovette® (YAl FHFXM, ApeAT E51.

IR
BRI
H317 AIRES e R AR B T
REITR
P261 EERIRNID MR SR/ 2R/ SBIR
P272 BT LRGN EESRN TAER.
P280 SFEIPFE/MIFIRAF B R/ AP EE.
P302+P352 WMENEZEARZI L. ARSAORE.
P321 FRANE (152 IR ERIRR)

P333+P313 MR RRIEE S BEEEE/SRIETE.
P362+P364 ot MRS R, HoAEBER.
P501 RS EMEF RN RN/ AZE.

XL 2HIERSE SR www.sarstedt.com &5
MESFREXNESY, NEABAFSERANEE].

D-51588 Niimbrecht
www.sarstedt.com

STERILE ¢ WERESHH,
Sarstedtstr. 1 c € m -ﬂ o
Mo ’

SN T ERARM TR
N T
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