3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM

MHCTPYKUUA

no NPUMEHEHUIo U3aenus MeauLMHCKOro HasHavyeHus: Habop peareHToB ansi
BblaerneHus HyknenHoBbIx kucnot (COBAS AmpliPrep Total Nucleic Acid

Isolation Kit

(TNAD)
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Ha0op njist 001mero BoieieHUSI HYKJIECHHOBbIX

KHCJI0T

COBAS® AmpliPrep Total Nucleic Acid
Isolation Kit

TNAI

JlJisi MporpaMMHOr0 odecneveHusl

AMPLILINK v3.1 nau AMPLILINK v3.2
P/N: 03337928 190 Ha 48 ucciiegqoBaHuil

1. Peareuts!

Pearenr KoanuectBo

TNAI CS1 1 X48 Tests
Magnetic glass particles (TNAI MG?)
CrexssiHHbIE MarHUTHBIE YaCTHUIIBI

Kaccera

TNAI CS2

Lysis Reagent (TNAILYS) 1 X48 Tests
JInzupyronmii peareHT

KacceTa

TNAI CS3
Multi-Reagent cassette 1x3.8 mL
MynbTH-peareHTHasl Kaccera I1x19 mL

1 X4 mL vial
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CoctaB

* 60 /71 cycrieH3HsI CTCKIISTHHBIX
MarHUTHBIX YaCTHUI
. 93% (w/w) Wzomnpomanon
OCTOpPOXKHO JIETKO BOCIUIAMEHSIETCS
OCTOpOXHO pa3apa’karoliee BEelecTBO

* Sodium citrate buffer

* 473 r/n TyaHWJIUH THOIIMHAT
Bpenno aiis 310poBbs

* Polydocanol

* 9 g”. Dithiothreitol

* Protease Solution (TNAI Pase)
Bpenno aiist 310poBba

* Elution buffer (TNAI EB)

* O1aKoH AJ1s1 BHECEHHSI PEarcHTOB

Buytpennero koHTposs (mycToii)
X < 7.8% (w/w) Protease



TNAI CS4

Specimen Diluent (TNAI SD) 1 X48 Tests * pocharubit Oydep
Paz6aBuTens oOpasmnos * XJIOpUJl HATPHS

Kaccera * 0.09% a3ug HaTpus

Internal Control / 1x 53 mL * Tris-HCI buffer

Quantitation Standard *EDTA

Diluent (TNAI IC/QS DIL) * Poly rA RNA

PazbaBuTens A1 BHYTPEHHETO KOHTPOJIS * 0.05% a3un Harpus

General Purpose Vial (GPV) 3 ¢nakona » DIaKOHBI JJIS IPUTOTOBIICHUS
dnakoHbI 00IETO HA3HAYCHUS peareHTa pabo4yero BHYTPEHHETO

koHTponst 1C/QS

COBAS® AmpliPrep TNAI Wash Reagent (TNAI WR) P/N: 03337936 190
[IpombiBounsii peareHT Cobas TNAI Wash Reagent (TNAI WR)

Pearent KonnuectBo Cocras
TNAI Wash Reagent Ix5.1L Sodium citrate buffer
(TNAI WR) '0.05% N-Methylisothiazolone

Reagent Quantity Contents

Volume to be 50 100 200 500 850
processed (|JJL)

Minimal 250 250 325 650 1000
volume needed

in S-tube (11b)

2. O630p Habopa

Onucanue npoayKTa

Ha6op COBAS® AmpliPrep Total Nucleic Acid Isolation pa3paboTan a1 BBIZCICHUS U BHICOKOU
OYUCTKH HYKJIEHMHOBBIX KHUCJIOT U3 CHIBOPOTKH U miia3Mel mpubopom COBAS® AmpliPrep. (6).
OunieHHbIE HYKIEMHOBBIE KUCIOTHI MOTYT UCIIOJIB30BaTHCS B IaJbHEHIIEM B pa3iIMYHbIX
TEXHOJIOTUSX aMIUTU(UKAIIMU HYKJIEMHOBBIX KHUCTOT (7,8).

Buytpennnii kontpons/Konuuecrsennsiit Cranaapt IC/QS mMoxeT 1006aBiaTbes K I0000My
MHAUBUIYAIIbHOMY 00pa3ily H OyJeT MPOXOJUTh BCE 3TaIlbl MPOLIECC BBIACIECHUS 00pa3ua. I1o
o0ecrevnT KOMITEHCAIMIO TIOTeph 00pa3la 1 BbISIBJICHHE HHTMOUTOPOB B TOCIEIYIOIINUX
aMIUI(PUKAIMOHHBIX dTanax. [loap30BaTenb caM TOJKEH OTIAIUTh U yTBEPAUTH NPUMEHEHUE
TNAI, Bxmouast ucnoiaszoBanue Bayrpennero kontpossi/Konnuectsennoro Crangapra 1C/QS, mis
mo6oro crene@UuuHOro NPUMEHEHUSI.
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[IpuHIUIBI TOCTAaHOBKHU

[Tpouecc npumenenust Habopa COBAS® AmpliPrep Total Nucleic Acid Isolation Kit cocrout u3
CJIEYIOIUX MSATH 3TAIOB:

PactBop mpoteassl  pacmieriser 6enku BeicBoboxaas PHK wimm JIHK.

JoGasnenue Jluzupyromniero pearenra kK o0pasily NpuBOAUT K MOJTHOMY JIM3UCY 3aCUET
nenatypanuu 6enkoB. PHK wmm JIHK BeicBOOOXKIaI0TCS ¥ OTHOBPEMEHHO CTAOMIU3UPYIOTCS.
BricB0OOKI€HHBIE HYKJIIEMHOBBIE KHCIOTHI CBSI3BIBAIOTCS C MOBEPXHOCTHIO KBaplia J0OABIEHHBIX
MarHuTHbIX CTeKIsHHBIX yacTull (TNAIMGP) BeieacTBre Xa0TPOIHON CONEBBIX YCIOBHI 1
Bbicokor MOHOV cumnbl TU3MPYIOLIETO pearcHTa.

[IpoMbIBOYHBIN peareHT yaalieeT He CBA3ABIIMECS BELIECTBA U 3arpsA3HEHUS, TAaKUe Kak
JIEeHAaTypUpOBaHHbIE OeNkH, ocTaTKu KieToK U [1L{P uHruOurops! ( reMOrio0our  T.11.) CHUXKAas
CKOHIIEHTpALNIO COJIEH.

OunieHHbIE HYKJIEHHOBBIE KUCIIOTHI SJIOUPYIOTCS TIPH MOBBIIIEHHOW TeMIiepaType.

Matepun obpa3uon

* TaHHBII HAOOpP MpeIHa3HAYEeH /U1 MCIIOJIb30BAHUS YEJI0BEUYECKON CHIBOPOTKH WIIU ILIa3Mbl
cobpanHoii B pobupku ToJbKO ¢ EDTA nnmu ACD. Jlns cpaBHUMOCTH pe3yJIbTaTOB HE W3MEHSNTE
THIT 00pasIa.

[IpenynpexieHus U NperoCcTOPOKHOCTH

* He cmemmBaiTe peareHTbl WM KacCEThl Pa3HbIX JIOTOB.

* Kpome kaccerst TNAI CS3, He oTKpbIBaiiTe Apyrue KacceThl, HE 3aMEHSINTe, He yIaJsIUTe U He
nob6asisiite guakonsl. Kaccera TNAI CS3 MoxeT OTKphIBaThCs i 100aBJICHUS pa3BeIEHHOTO B
Hy>kHOU npornopuuu Baytpennero xkourpoiisi/Konuuecrsennoro Crangapra 1C/QS B4 mi mycroi
(1akoH u3 Habopa. YHUUTOXKANTE HE MCIOIb30BaHHBIE PEAareHThl U OTXO0/Ibl B COOTBETCTBUU C
TpeOOBaHUAMH TOCYAAPCTBEHHBIX , (heepabHBIX MM MECTHBIX 3aKOHOB.

* He ucnons3yiite npocpoyeHHbIE peareHThI.

* Kacceta TNAI CS4 nocne jyurenbHOro xpaneHus mnpu 2-8°C MOKET UMETh 0CaJ0K, KOTOPBIN
MOKET OBITh pacTBOpeH B TedeHnu 12 wacoB npu 20-30°C wim 1 ygaca npu 37°C B uHKyOarope.

* M30eraiite moBpexaeHus mrpux koaa peareHTHbIX kacceT COBAS® AmpliPrep. He BeiTupaiite
KOHJIEHCAT, €CJIM OH MOSBHJICS, C MOBEPXHOCTH IITPHUX KOJA .

* Kaccerst TNAI SD u TNAIIC/QS DIL conepskat a3un HaTpusi . AU HATPUST MOXKET
pearupoBaTh CO CBHHIIOM M MEJIbI0 KaHAIM3AIl[MOHHBIX TpyO 00pa3ysi B3pBIBOOMACHBII
METAJUTMUECKUN a3u]l. Y TUIN3Ys B KaHAJIM3ALKI0 PACTBOPHI COAEpIKAIIUe a3U]l HATPUsl CMBIBAlTE
00JIbI10€ KOJMYECTBO BOJIBI.

* He no3Bossiiite nmusupyromemy pearednty (TNAILYS), koTopslii cOaepKUT TyaHUIUH THOLIMHAT
KOHTaKTHUPOBATh C pAaCTBOPAMH THIIOXJIOpHJIA HAaTpus . Takoe CMEIIMBaHUE MOXKET BbIpabaThIBaTh
BBICOKO TOKCUYHBIH Ta3.

* KOTJIa yTHIU3yeTe ycTpoiicTBa nmoaroroBku oopaznoB COBAS® AmpliPrep Sample Processing
Units (SPUs), koTopble copepsKaT TyaHUJuH THOIIMHAT, n3beraiTe M000ro KOHTAKTa C PACTBOPaMH
TUIOXJIOPUIa HATPHUSI.

XpaHeHue U CTaOUIbHOCTb.

* He 3amopauBaiiTe pearcHThbI.

» Xpanute kaccetol TNAI CS1, TNAI CS2, TNAI CS3, TNAI CS4 u TNAIIC/QS DIL npu
2-8°C. He ucnonb30BaHHBIC peareHThl CTAOMIBHBI 10 OKOHYAHHS CPOKA FOJTHOCTH.

Hauarslie pearentsl crabunbnasl 30 gaueit npu 2-8°C. Kaccerst TNAI CS1, TNAI CS2, TNAI CS3,
TNAI CS4 u TNAIIC/QS DIL MOryT HCIOJIb30BaThCsl MAKCUMYM B 4 MOCTaHOBKAX IpU yCIOBHU
xpaHenus npu 2-8°C Mexay noctaHoBkamu, cymMMmapHoe Bpemsi CTabetween

cycles, up to a maximum of 72 hours cumulative on board on the COBAS®

AmpliPrep Instrument. Equilibrate TNAI CS4 at 20-30°C for 12 hours or at
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37°C for one hour prior to use. After equilibration, mix the content of TNAI

CS4 by shaking for 10 seconds.

* Store TNAI WR at 2-30°C. TNAI WR is stable until the expiration date indicated.
Once opened, this reagent is stable for 30 days at 2-30°C or until the

expiration date, whichever comes first.

» Store partially used sample preparation reagents at 2-8°C between instrument
runs. Check expiration date of reagents prior to loading on the

COBAS® AmpliPrep Instrument.

Materials Required But Not Provided

* COBAS® AmpliPrep Instrument

« AMPLILINK software, v3.1 or v3.2

* COBAS® AmpliPrep TNAI Prep File CD ROM

* Data Station for the AMPLILINK software, with printer

 Sample processing units (SPUs)

» Sample input tubes (S-tubes, natural caps) with barcode clips

* Racks of output tubes (S-tubes, gray caps)

* Racks of K-tips

* Pipettors with aerosol barrier or positive displacement DN Ase-/RNase-free tips

* Vortex mixer

* Centrifuge

* Incubator

* Disposable gloves, powderless

* COBAS® AmpliPrep TNAI WR

* Cassette opener

3. Experimental protocol

Sample input

Variable levels of sample input (50, 100, 200, 500 or 850 |xL) can be processed by
the COBAS® AmpliPrep Instrument using the COBAS® AmpliPrep Total Nucleic
Acid Isolation Kit. The COBAS® AmpliPrep Instrument automatically adds specimen
diluent (TNAI SD) up to a fmal volume of 850 p"L. For accurate automated
transfer of the requested sample volume into the sample processing unit (SPU) the
minimal volumes tabulated in the following table must be pipetted into the sample
input tubes (S-tubes). The maximal volume should not exceed 1100 |AL in any case.
COBAS® AmpliPrep Total Nucleic Acid Isolation Kit

TNAI (For Use With AMPLILINK Software v3.1 or AMPLILINK Software v3.2)
P/N: 03337928 190 48 Tests

For Laboratory Use

1

Roche Molecular Systems, Inc.

Note: Do not freeze. Store TNAI CS1, TNAI CS2, TNAI

CS3, TNAI CS4 and TNAI IC/QS DIL at 2-8°C. Equilibrate

TNAI CS4 to ambient temperature for 12 hours or warm in

an incubator for 1hour at 37°C prior to use.

Sample preparation reagents should be removed from 2-8°C storage at least 30
minutes before the first sample is to be processed on the COBAS® AmpliPrep
Instrument. TNAI CS4 must be removed from 2-8°C storage at least 12 hours
before the first sample is to be processed on the COBAS® AmpliPrep Instrument
or it must be warmed in an incubator for 1 hour at 37°C prior to use. Mix contents
of TNAI CS4 by shaking for 10 seconds.
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Semm and plasma samples must be at ambient temperature before use.

Run Size

Each kit contains reagents sufficient for four 12-test runs, which may be performed
separately in up to 4 separate instrument cycles or simultaneously.

Workflow

The COBAS® AmpliPrep Total Nucleic Acid Isolation Kit procedure followed by any
nucleic acid amplification/detection can be completed in one day or over two
days. Processed samples can remain on the COBAS® AmpliPrep Instrument
overnight for up to 20 hours or can be removed from the COBAS® AmpliPrep
Instrument and stored at 2-8°C for up to 7 days in the output tubes. Do not freeze.
Part A: COBAS® AmpliPrep Instrument Set-Up

Al. Turn the COBAS® AmpliPrep Instrument ON. The COBAS® AmpliPrep
Instrument will automatically prime the system when it is powered on.

A2. Check the supply of TNAI WR using the Status Screen and replace if necessary.
A3. Perform all Maintenance that is listed in the Due Tab.

A4. If using frozen samples, thaw the samples at room temperature.

AS. Determine the number of COBAS® AmpliPrep reagent cassettes. Sample
Processing Units (SPUs), Sample tubes (S-tubes) and K-tips needed. One

SPU, one Input S-tube (natural caps), one Output S-tube (gray caps) and

one K-tip are needed for each sample.

A6. Place TNAI CSI1 onto a reagent rack. Place TNAI CS2, TNAI CS3 and
TNAI CS4 onto a separate reagent rack.

Note: If an IC/QS is to be used, an appropriate dilution of IC/QS in TNAI IC/QS
DIL must be made and filled in a vial for preparation of working IC/QS. The
working IC/QS should be a minimum of 1.1 mL for 12 tests and a maximum
of4.0 mL for 48 tests. GPV must be placed in the assigned position

in TNAI CS3. Close cassette after addition of GPV.

A7. Load the reagent rack containing TNAI CSI onto rack position A of the
COBAS® AmpliPrep Instrument.

A8. Load the reagent rack containing TNAI CS2, TNAI CS3 and TNAI CS4
onto rack position B, C, D or E of the COBAS® AmpliPrep Instrument.

AO9. Place the SPUs in the SPU rack(s) and load the rack(s) onto the COBAS®
AmpliPrep Instrument.

AlO. Load the appropriate number of full output tube racks onto the COBAS®
AmpliPrep Instrument.

Al. Attach a barcode label clip to each sample rack position where a sample
(S-tube) is to be placed. Place one input S-tube into each position containing

a barcode label clip.

A12. Using the Data Station for the AMPLILINK software, create the Test
Definitions with the desired settings (sample volume, use of IC/QS, use of

clot detection). Create one or more sample orders in the Sample Tab and

save. Load the sample racks onto rack positions F, G, or H of the

COBAS® AmpliPrep Instrument. Print a worksheet.

A13. Move the racks to the designated Pre-Amplification Area for sample addition.
Part B: COBAS® AmpliPrep Instrument Loading and Operation

B1. Vortex each sample for 3 to 5 seconds. Spin each sample briefly to collect
fluid in the base of the tube. Avoid contaminating gloves when manipulating

the samples.

B2. Transfer 250, 325, 650 or 1000 |iL of each sample to the appropriate bar
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code labeled S-tube using a micropipettor with an aerosol barrier or positive
displacement DNAse-/RNase-free tip. Avoid transferring particulates

and/or fibrin clots from the original sample to the S-tube. Samples should

be transferred to tube positions as assigned in step A 12.

B3. Load the sample rack(s) containing samples onto rack position(s) F, G or

H ofthe COBAS® AmpliPrep Instrument.

B4. Start the COBAS® AmpliPrep Instrument using the AMPLILINK software.

Sample processing is automatically performed by the COBAS® AmpliPrep

Instrument.

BS. Take the following precautions to avoid contamination: Thoroughly clean

and disinfect all work surfaces used during sample and control transfer

with a freshly prepared solution of 0.5% sodium hypochlorite in deionized

or distilled water9,10.

Part C: Processed Sample Handling

C1. After the sample preparation run on the COBAS® AmpliPrep Instrument

is complete, check validity of sample processing.

C2. Remove the sample rack(s) containing the processed samples. Once

removed from the COBAS® AmpliPrep Instrument, processed samples

may be stored in the output tubes at 2-8°C for up to 7 days. Do not

freeze.

C3. Close the test orders in the Order Screen (assign results to the test

orders and save). Processed samples without flags or error messages

are ready for amplification.

C4. Accept results in the Result Screen.

C5. Take the following precautions to avoid contamination: Thoroughly

clean and disinfect all work surfaces used during sample transfer with

a freshly prepared solution of 0.5% sodium hypochlorite in deionized or

distilled water.
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No NPUMEHEHUI0 U3aenus MeaULMHCKOro Ha3HayeHus: PeareHT Ansi NpoMbIBKA
nusupyrowero 6ycgepa (COBAS AmpliPrep TNAI Wash Reagent (TNAI WR))
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Ha6op ajs 00mero BbhIAeI¢HHA HYKJIEHHOBbIX

KHCI0T

COBASe® AmpliPrep Total Nucleic Acid
Isolation Kit

TNAI

Jna mporpamMmuoro ofecmevueHns
AMPLILINK v3.1 uan AMPLILINK v3.2

P/N: 03337028190 na 48 nccaenopannit

1. Pearentit

Pearent Koauuectno
TNAI CS1 1 x 48 Tests
Magnetic glass particles (TNAI MGP)
Crexnasnble MATHUTHbIE YaCTHLb
Kaccera
TNAI CS2
Lysis Reagent (TNAILYS) 1 x 48 Tests
Jlnsupylownuit pearenT
KacceTa
TNAI CS3
Multi-Reagent cassette 1x3.8mL
MynsTH-pearenTHas Kaccera 1x19mL

1 x 4 mL vial
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Coctan

* 60 r/n cycneH3ns CTexNAHHLIX
MarHUTHBIX 4aCTHL
* 93% (w/w) Usonponaxon
OCTOPOXKHO JIEFKO BOCIIIAMEHAETCA
OcTopoXHO pasapaXalolliee BELIECTBO

* Sodium citrate buffer

* 473 r/n ryaHHAMH THOUMHAT
Bpeano ans 3n0pospa

» Polydocanol

» 9 g/L Dithiothreitol

* Protease Solution (TNAI Pase)
BpeaHo an 380posbi

* Elution buffer (TNAI EB)

¢ ONaxkoH JUIA BHECEHHA PEAreHTOB
BHYTpeHHero KoHTpons (nycroit)
Xn < 7.8% (wiw) Protease




TNAI CS4

Specimen Diluent (TNAI SD) 1 X48 Tests * ¢ocdarnbiii 6ydep
Paz6aBurens 00pasuoB * XJIOpUJ HATPHS

Kaccera * 0.09% a3un Hatpus

Internal Control / Ix 53 mL * Tris-HCI buffer

Quantitation Standard *EDTA

Diluent (TNAI IC/QS DIL) * Poly rA RNA

Pa3zbaBuTens Ui BHYTPEHHErO KOHTPOJIS * 0.05% a3ung Harpus

General Purpose Vial (GPV) 3 ¢nakona * GakoHBI A PUTOTOBICHUS
®dnakoHbI 001IETO Ha3HAYCHHS peareHTa pabo4ero BHYTPEHHETO

koHTponst 1C/QS

COBAS® AmpliPrep TNAI Wash Reagent (TNAI WR) P/N: 03337936 190
[IpombiBounblit peareHT Cobas TNAI Wash Reagent (TNAI WR)

Pearent KonnuectBo Cocrasn
TNAI Wash Reagent Ix5.1L 'Sodium citrate buffer
(TNAI WR) *0.05% N-Methylisothiazolone

Reagent Quantity Contents

Volume to be 50 100 200 500 850
processed (|xL)

Minimal 250 250 325 650 1000
volume needed

in S-tube (1b)

2. O630p Habopa

Onucanue npoaykTa

Ha6op COBAS® AmpliPrep Total Nucleic Acid Isolation pa3spaboran ajis BBIJICIICHUS U BHICOKOM
OYMCTKU HYKJIEMHOBBIX KHCIIOT M3 CBIBOPOTKH U I1a3mbl mpubopom COBAS® AmpliPrep. (6).
OunIieHHbIE HYKJIEMHOBBIE KHCIOTHI MOTYT MCIOJIb30BAaThCs B JalbHEHILIEM B pa3lIUYHBIX
TEXHOJIOTHSX aMITU(UKAIIMU HYKIEHHOBBIX KUCIOT (7,8).

Buytpennunii konTposis/KonnuectBennsiit Crangapt IC/QS moxeT 100aBIAThCs K JTH000MY
MHAUBUAYAIbHOMY 00pa3ily H OyleT MPOXOJUTh BCE ATAIbI MPOIIecC BhIIEICHHs o0pa3ia. ITo
o0ecrednuT KOMIIEHCAIMIO TOTeph 00pa3ia U BRISIBICHUE HHTUOUTOPOB B TMOCIIETYIOIINUX
amIui(UKaMoOHHbIX Tanax. [loap30BaTenb caM JOJIKEH OTIAAUTh U YyTBEPAUTh IPUMEHEHUE
TNAI, Bxutovas ucrionb3oBanue Bayrpennero kontposst/Konuuecrsennoro Crannapra 1C/QS, s
M000Tr0 crieneGuIHOro MPUMEHEHUS.
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[TpuHIIUTIBI TOCTAHOBKHU

[Tponiecc nmpumenenus nvabopa COBAS® AmpliPrep Total Nucleic Acid Isolation Kit cocrout u3
CJIEYIOIUX ISTH ITAIOoB:

PactBop mpoteasbr pacmieruisier 6enku BeicBoOokaas PHK umu JIHK.

JoGaBnenue Jlusupyromiero peareHTa kK 00pas3ily IpUBOIUT K MOJHOMY JIM3UCY 3acUeT
nenatypanun 6enkoB. PHK umu JIHK BBICBOOOXKTAIOTCS M OJTHOBPEMEHHO CTAOMIIM3UPYIOTCS.
BricB0OOXKIeHHBIE HYKJIEHHOBBIE KUCIIOTHI CBSI3BIBAIOTCSI C MMOBEPXHOCTHIO KBapIia 100aBIECHHBIX
MarHuTHBIX CTeKISHHBIX YyacTul] (TNAIMGP) BcrencTBrue XaoTporHON CONEBBIX YCIOBHHA U
BBICOKOM MOHOM CHJIBI JU3UPYIOILEro pearcHra.

[TpoMBIBOYHBIN peareHT yaajieeT He CBA3aBIINECs BEUIECTBA U 3arps3HEHUs, TAaKue Kak
JICHaTypPUPOBaHHbIE O€lKH, OcTaTKH KieTOK U I[P nHruGuTopsl ( reMorIoOuT U T.J1.) CHIKas
CKOHIIEHTpAIIUIO COJIEH.

OunieHHbIE HYKJIEMHOBBIE KHCIOTHI JIIOUPYIOTCS TPU MOBBIIIEHHON TeMIepaType.

Matepun o6pa3uoB

* TaHHBIM HAOOp MpeHa3HAYEH AJISl HCIOJIb30BAHUS YEJIOBEYECKON CHIBOPOTKU HIIH TUIA3MBI
cobpanHoii B npoOupku Todabko ¢ EDTA mmm ACD. [[nst cpaBHUMOCTH pe3yIbTaTOB HE M3MCHSIMTE
THIT 00pasIa.

[IpenynpexeHus U NpeaoCcTOPOKHOCTH

* He cmemnBaiite peareHThl UM KacCeThl pa3HbIX JIOTOB.

* Kpome xaccersi TNAI CS3, He oTKphIBaiiTe Ipyrue KacceThl, HE 3aMEHSITe, He yIalsaiTe | HEe
nobasisiite guakonsl. Kaccera TNAI CS3 MoxkeT oTKpbIBaThCs 17151 10OaBIEHUS pa3BEIEHHOIO B
HYy>HOH nponopuuu Buytpennero kontpoist/Konuuecrsennoro Cranaapra 1C/QS B4 mn mycroit
¢dakoH U3 Habopa. YHHUUTOXKANTE HE MCIOIb30BaHHBIE PEAreHThl U OTXOJIbI B COOTBETCTBUH C
TpeOOBaHUSMU TOCYJaPCTBEHHBIX , (hefiepaibHBIX WM MECTHBIX 3aKOHOB.

* He ucnonp3yiite npocpoueHHbIE peareHThI.

* Kaccera TNAI CS4 nocine nnutenbHOro xpaneHus npu 2-8°C MOKET UMETh 0CaZloK, KOTOPBIN
MOJKET OBbITh pacTBOpeH B TeueHuM 12 yacoB npu 20-30°C wim 1 yaca npu 37°C B uHKyOarope.

* M36eraiite moBpexaeHus mWTpux Kojaa peareHTHbIX kacceT COBAS® AmpliPrep. He BoiTupaiite
KOHJIEHCAT, €CJIM OH MOSBHJICS, C MOBEPXHOCTHU IUTPUX KOJA .

* Kaccerst TNAI SD u TNAIIC/QS DIL conepxat azua HaTpus . AU HATPUS MOKET
pearupoBaTth CO CBUHIIOM M MEbI0 KaHAJIM3aIMOHHBIX TpyO 00pa3ysi B3pBIBOOIMACHBII
METaJUIMYECKUN a3u/l. Y THIN3Ys B KaHAJIM3ALMUIO PACTBOPBI COJIEPKAIIUE a3U]] HATpUs CMbIBAWTE
00JIbI1I0€ KOJIMYECTBO BO/IbI.

* He no3Bonsiiite musupyromemy pearenty (TNAILY'S), koTopslit conepKuT ryaHuiMH THOLIMHAT
KOHTaKTUPOBATh C PaCTBOPaMU TMIIOXJIOpHIA HATpUs . Takoe CMEIIMBaHUE MOXET BbIpaOaThIBaTh
BBICOKO TOKCUYHBIN Ta3.

* KOTJIa YTWIM3yeTe YycTponcTBa moAarotoBku oopasinos COBAS® AmpliPrep Sample Processing
Units (SPUs), koTopbie coiepKaT r'yaHUJIMH THOIIMHAT, u30eraiiTe 11000r0 KOHTaKTa C pacTBOpaMu
TUMOXJIOPUAA HATPHSL.  eeeeereveeereeeneeeneeeeeneenieenaeas

XpaHeHHue U CTaOUIBHOCTb.

* He 3amopaxuBaiiTe peareHThbI.

» Xpanute kaccetel TNAI CS1, TNAI CS2, TNAI CS3, TNAI CS4 u TNAIIC/QS BII. npu
2-8°C. He ucnonb30BaHHbIEC peareHThl CTAOMIIBHBI 110 OKOHYAHUS CPOKA FOJJHOCTH.

Hauarsie pearentsl crabunbubl 30 mueii npu 2-8°C. Kaccerst TNAI CS1, TNAI CS2, TNAIT CS3,
TNAI CS4 u TNAIIC/QS DIL MoryT ucnoib30BaThCsi MAKCUMYM B 4 TIOCTAHOBKAaX IpHU YCIOBUH
xpanenus mnpu 2-8°C Mexay mocTaHOBKamMH, cyMMapHoe BpeMsi cTabetween

cycles, up to a maximum of 72 hours cumulative on board on the COBAS®

AmpliPrep Instrument. Equilibrate TNAI CS4 at 20-30°C for 12 hours or at
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37°C for one hour prior to use. After equilibration, mix the content of TNAI

CS4 by shaking for 10 seconds.

* Store TNAI WR at 2-30°C. TNAI WR is stable until the expiration date indicated.
Once opened, this reagent is stable for 30 days at 2-30°C or until the

expiration date, whichever comes first.

» Store partially used sample preparation reagents at 2-8°C between instrument
runs. Check expiration date of reagents prior to loading on the

COBAS® AmpliPrep Instrument.

Materials Required But Not Provided

* COBAS® AmpliPrep Instrument

« AMPLILINK software, v3.1 or v3.2

* COBAS® AmpliPrep TNAI Prep File CD ROM

» Data Station for the AMPLILINK software, with printer

 Sample processing units (SPUs)

 Sample input tubes (S-tubes, natural caps) with barcode clips

* Racks of output tubes (S-tubes, gray caps)

* Racks of K-tips

* Pipettors with aerosol barrier or positive displacement DNAse-/RNase-free tips

* Vortex mixer

* Centrifuge

* Incubator

* Disposable gloves, powderless

* COBAS® AmpliPrep TNAI WR

* Cassette opener

3. Experimental protocol

Sample input

Variable levels of sample input (50, 100, 200, 500 or 850 ~.L) can be processed by
the COBAS® AmpliPrep Instrument using the COBAS® AmpliPrep Total Nucleic
Acid Isolation Kit. The COBAS® AmpliPrep Instrument automatically adds specimen
diluent (TNAI SD) up to a final volume of 850 YL. For accurate automated
transfer of the requested sample volume into the sample processing unit (SPU) the
minimal volumes tabulated in the following table must be pipetted into the sample
input tubes (S-tubes). The maximal volume should not exceed 1100 [xL in any case.
COBAS® AmpliPrep Total Nucleic Acid Isolation Kit

TNAI (For Use With AMPLILINK Software v3.1 or AMPLILINK Software v3.2)
P/N: 03337928 190 48 Tests

For Laboratory Use

1

Roche Molecular Systems, Inc.

Note: Do not freeze. Store TNAI CS1, TNAI CS2, TNAI

CS3, TNAI CS4 and TNAI IC/QS DIL at 2-8°C. Equilibrate

TNAI CS4 to ambient temperature for 12 hours or warm in

an incubator for 1 hour at 37°C prior to use.

Sample preparation reagents should be removed from 2-8°C storage at least 30
minutes before the first sample is to be processed on the COBAS® AmpliPrep
Instrument. TNAI CS4 must be removed from 2-8°C storage at least 12 hours
before the first sample is to be processed on the COBAS® AmpliPrep Instrument
or it must be warmed in an incubator for 1 hour at 37°C prior to use. Mix contents
of TNAI CS4 by shaking for 10 seconds.
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Serum and plasma samples must be at ambient temperature before use.

Run Size

Each kit contains reagents sufficient for four 12-test runs, which may be performed
separately in up to 4 separate instrument cycles or simultaneously.

Workflow

The COBAS® AmpliPrep Total Nucleic Acid Isolation Kit procedure followed by any
nucleic acid amplification/detection can be completed in one day or over two
days. Processed samples can remain on the COBAS® AmpliPrep Instrument
overnight for up to 20 hours or can be removed from the COBAS® AmpliPrep
Instrument and stored at 2-8°C for up to 7 days in the output tubes. Do not freeze.
Part A: COBAS® AmpliPrep Instrument Set-Up

Al. Turn the COBAS® AmpliPrep Instrument ON. The COBAS® AmpliPrep
Instrument will automatically prime the system when it is powered on.

A2. Check the supply of TNAI WR using the Status Screen and replace if necessary.
A3. Perform all Maintenance that is listed in the Due Tab.

A4. If using frozen samples, thaw the samples at room temperature.

AS5. Determine the number of COBAS® AmpliPrep reagent cassettes. Sample
Processing Units (SPUs), Sample tubes (S-tubes) and K-tips needed. One

SPU, one Input S-tube (natural caps), one Output S-tube (gray caps) and

one K-tip are needed for each sample.

A6. Place TNAI CSI onto areagent rack. Place TNAI CS2, TNAI CS3 and
TNAI CS4 onto a separate reagent rack.

Note: Ifan IC/QS is to be used, an appropriate dilution of IC/QS in TNAI IC/QS
DIL must be made and filled in a vial for preparation of working IC/QS. The
working IC/QS should be a minimum of 1.1 mL for 12 tests and a maximum
of4.0 mL for 48 tests. GPV must be placed in the assigned position

in TNAI CSS. Close cassette after addition of GPV.

A7. Load the reagent rack containing TNAI CSI onto rack position A of the
COBAS® AmpliPrep Instrument.

A8. Load the reagent rack containing TNAI CS2, TNAI CS3 and TNAI CS4
onto rack position B, C, D or E of the COBAS® AmpliPrep Instrument.

A9. Place the SPUs in the SPU rack(s) and load the rack(s) onto the COBAS®
AmpliPrep Instrument.

AlO. Load the appropriate number of full output tube racks onto the COBAS®
AmpliPrep Instrument.

Al. Attach a barcode label clip to each sample rack position where a sample
(S-tube) is to be placed. Place one input S-tube into each position containing

a barcode label clip.

A12. Using the Data Station for the AMPLILINK software, create the Test
Definitions with the desired settings (sample volume, use of IC/QS, use of

clot detection). Create one or more sample orders in the Sample Tab and

save. Load the sample racks onto rack positions F, G, or H of the

COBAS® AmpliPrep Instrument. Print a worksheet.

A13. Move the racks to the designated Pre-Amplification Area for sample addition.
Part B: COBAS® AmpliPrep Instrument Loading and Operation

B1. Vortex each sample for 3 to 5 seconds. Spin each sample briefly to collect
fluid in the base of the tube. Avoid contaminating gloves when manipulating

the samples. e .

B2. Transfer 250, 325, 650 or 1000 )iL of each sample to the appropriate bar
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code labeled S-tube using a micropipettor with an aerosol barrier or positive
displacement DN Ase-/RNase-free tip. Avoid transferring particulates

and/or fibrin clots from the original sample to the S-tube. Samples should

be transferred to tube positions as assigned in step A 12.

B3. Load the sample rack(s) containing samples onto rack position(s) F, G or

H ofthe COBAS® AmpliPrep Instrument.

B4. Start the COBAS® AmpliPrep Instrument using the AMPLILINK software.

Sample processing is automatically performed by the COBAS® AmpliPrep

Instrument.

BS5. Take the following precautions to avoid contamination: Thoroughly clean

and disinfect all work surfaces used during sample and control transfer

with a freshly prepared solution 0f 0.5% sodium hypochlorite in deionized

or distilled water9,10.

Part C: Processed Sample Handling

CI1. After the sample preparation run on the COBAS® AmpliPrep Instrument

is complete, check validity of sample processing.

C2. Remove the sample rack(s) containing the processed samples. Once

removed from the COBAS® AmpliPrep Instrument, processed samples

may be stored in the output tubes at 2-8°C for up to 7 days. Do not

freeze.

C3. Close the test orders in die Order Screen (assign results to the test

orders and save). Processed samples without flags or error messages

are ready for amplification.

C4. Accept results in the Result Screen.

CS. Take the following precautions to avoid contamination: Thoroughly

clean and disinfect all work surfaces used during sample transfer with

a freshly prepared solution of 0.5% sodium hypochlorite in deionized or

distilled water.
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