Instructions for Use

For In Vitro Diagnostic Use anly

Intended Use:

ROTROL N iz a quality contro! material for monitaring accuracy and precision of tests carried out on
the ROTEM® daita Thromboelaslomelry System. For in vitro diagnostic use only.

Reagents:

Product Narne:
Reference Number:

Package size:

5% 1 vial ROTROL N Lyo

5 x 1 vial ROTROL N Dit (1300 pry

After recanstitution, sach vial is sufficient for 4 assays.
Constituents:

ROTROL N cantrol plasma (lyophiiized} was made from human plagma collected using sodium
Citrate as an anticoagulant (3-2%). The plasma was adjusted o yield coagulation values in the
ROTEM® approximating the normal fange of whole blacd {Level 1 control). Stabilizers and buffers
were added pricr the Iyophilisation,

Preparation of the ready-to-use control:

Let the ROTROL N Dii and Lyo vials reach rosm temperature. Dissolve the contents of the ROTROL
N Lyo vigl by pouring the contents of the ROTROL N Dil vial inta the Iyophilisate, A smail drop of the
diluent ramains in the vial. Do not attempt to transfer the diluent with g pipette! Do not use any other
diluent than the one supplied. Close the vial with the rubber cap and the SErew cap and swirl gently.
Take care that the powder is completely dissolved. Then Jat stand for 10 - 15 minutes In the closed
container, to allow the piasma to reconstivte. Before yse, bring te 37 °C on the temperature con-

ROTROL N
REF 503-24-Us

REF 503-23-Us
REF800283-Us

Storage and Stability;

Store at +2 to +8°C (356 -46.4 °F). The unapened ROTROL N reagent is stable until the expiry date
indicated on the label.

Stability after nitiaj Use:

Recenstituted ROTROL N is stable for 8hoursat2 - g - {356 -46.4 °F). Avoid centamination and
always close the vials again {rubber and scraw cap} after each yse,

Freezing and thawing of ROTROL N is not recommendeq.

Additional Materia|:

ROTEM® devica, Cup & Pin (measurement cells; REF 200011); pipette tips (REF 400040 ; REF
400041), in-temn reagent (REF 503-02-U8) for intrinsic activated thrurnboelastomelry. ex-tam®
reagent (REF 503-05-US) for extrinsic activated rhromboelas(ometry, and star-tem® reagent (REF
503-10-U8) for recalcification. The reagents are used in accordance with the instructions in the
raspective package insert,

Method;

Analytical Principle:

The use of controls 18 a valuable togl to ensure the quality of the coagulation tests. The package
insert of ROTROL N shows batch-specific larget ranges. The material can therefore not only be uged
to monitor precision byt also the accuracy of the system (device, reagents, user) (2, 3).

Limitation of the Procedure:

Ali contrals are subjacted to the limitation of the tesf system. Variables such as temperature, reagent
stabifity, instrument properties and indiviaual lechniques may affect the final result. Always strictly
follow the manufacturer's quidelines fer the device and reagents.

Target rahges:

Each batch of ROTROL N is supplied with a batch-specific quallty certificate with a table of target
ranges for the individual tests, When using ROTROL N and the Tem Innovations system reagents,
the results far the specified tests should be within these ranges. if other reagents are used, reagent-
Specific target ranges must be generated by the user.

Measurement Caleulation:

The ROTEM® devica calcuiates NUMerous parameters. These parameters and thajr mathematica|
background can be found in the ROTEM® operating manual. The quality cerlificate for ROTRCL N
only gives target ranges for the impartant primary parameters, Mast of the other paramelers arg
derived parameters which are deriveq by conversion from the primary parameters.

Warnings:

Precautions:

Each donor unit used in the preparation of RGTROL N has been tested for antibodies against Hiv
rus antibodies, Treponema pallidum antibodies as well as Hepatitis B
surface-antigen and Hepatitis C genome by PCR. The tosts used are all CE cerlified tasts according
ta ist A of the European Directive for Whs (98/7HEC) and are under supervision by the responsible
European governmental authority. The piasmas wers found o be negative on the tested parameters,
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Procedure (ROTROL N):

Reconstitute gach vial ROTROL N Lyo as described under Preparation of the ready-to-use controf.
Jse ROTROL N with the dedicated quality controt tests avaiiabie on the ROTEM® system {QCinN for
NTEM and QGCexN for EXTEM). 300 i ROTROL P is yseq Per assay in the respective test The
enlent of one vial ROTROL P is sufficient to check all 4 channels of a ROTEM® system.
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Recommended External Controj Procedure:
= Conducting a quality control serves ag verification of the whole system; device, pipette, reagent,
user. It is recommended to run A control test (QCInN for INTEW and QCexN for EXTEM) prior to
assays of patient samples. Control tests should alse be run:
1. After preventive maintenance is performed on the instrument.
2. Whenever a naw shipment ar jot nymber of reagent is received and prior to use on
the ROTEM® system,
3. Whenever a value from the ROTEM® Sarvice Menu is out of range (Phase shift, Van-
ance, Center, Amplitude, or Temperature) and it cannot be corrected {see ROTEM® def-
{a operating manua) chapter 5.5.1),
= Harasultis outside the target range, the test shouid be repeated in accordance with the tast-
specific instructions on the same channel and on a further second channel.
= Ifboth measurements arg within the target range, it is likely that there has been procedural error
during the first measurement.
= if both measurements are outside the target range, it is possibie that a reagent has deteriorated
or there Is a systematic uger error. If the control is also oulside the targat range with fresh rea-
gents, a defective contral is likely. If the result is repeated with a freshly reconstivted contral, it
is likely that there is a device failure, in whick case, you should contact your technical service
provider.
= K the first result on the original channe! is confirmed and the result on the second channel is OK,
it can be assumed that there is a channel-specific problem or a calibration probiem. Do not use
this channe! for any further Measurements. In this eveni, proceed as reécommended in the
ROTEM® user manual or contact your technical servica provider.

Recommended Externat Control interval:
Manufacturer recommaendation: minimum every week (e.. QCinN on channel 1 - 2 and QGCexN on
channel 3 - 4 with ROTROL N the first week and QCinP and QCexP with ROTROL P the following
week),

CLIA)recommendation: mirimum daily andfor within every 8 hours that a patignt test IS resuited,
Additionally testing should be performed if required. Externai Quality control should be performed at 2
levels (e.g. QCinN on channel 1, QCexN on channel 2 with ROTROL N; QCinP on channel 3, QCexP
on channel 4 with ROTROL P

CLIA equivalent Q¢ testing, option 2 (QSA.02.04.01): Internal quality control {see ROTEM® delta
aperating manual chapter 5.5.1) should be checked at a minimum daily and external quality controls
should be run at 3 minimum weekiy using 2 leveis of controls (e.3. QCinN on channel 1, QCexN on
channel 2 with ROTRO! N; QCinP on channe! 3, QCexP on channel 4 with ROTROL Py,

Performance data:
Precision:

a-angle A0
CV[% CV{%
Between Operator 27 1 06 ]

a-angle AZD
CV[%, CV[%,

-E-E-m-

' Bruns on each of the 4 channels of ona instrument using ROTRGL N
% 5 operators run ROTROL N in duplicates

5
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ROTROL N tem

hols on lab P A N
lot Lot Lote
LOT
reference or arder Référence ou numéro de|Referencia o numero de
nurmber commande pedido
stare between x and ¥ A conserver entre x ely |Conservar entre “x" y y"
A degree celsius °C grados Celcios
CE marking according to |Marquage CE conforme Marca CE segun directiva
E VD guideline B8/79 EC  |aux directives VD 98/79{FD 98/79 CE
EC
g expiry date Date d'expiration Fecha de cadugidad
certiicate (standard curve |Certificat (courbe Certificado (curva
and evaluation table) standard et tableau estandar y tabla de
d'évaluation) evaluacion)
I:E] instructions for use Mode d'emploi Instrucciones de uso
in-vitro diagnostic use Diagnestic in vitro Para uso en diagnoslico
in vitro
® single use only A usage unique Usese soclo una vez
@ setial number Numéro de série Numero de serie
[‘ manufacturing date Date de fabrication Fecha de tabricacién
name and address of the |Nom et adresse du Nombre y direccién del
d manufacturer fabricant fabricante
number of tests (n}in the |Quantité de tests (n) Gantidad de tests (n)
W kit {s.g. 10 x 7 tests} dans le kit (ex. 10x7 contenidos en el kit (gj. 10
10x 7 tests) % 7 tests)
(G')\ bichazard Risque biologigue Riesgo biologice
\Il
reconstitute with... A reconstituer avec... Reconstituir con...
name of the reagent (2.g. |Nom du réactif (ex. Aqua Nombre del reactive {&].
Aqua = distilled water) = eau distillée) Aqua = agua destilada)
volume of the diluent Volume du diluent Volumen del diluente
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