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C B g 0O p e p e o The other way of thinking

haemostasis.

Cryogenics at the service of haemostasis

We offer medical analysis laboratories an innovative concept through a range of ready-to-use frozen plasmas and reagents, of
unprecedented quality comparable to that of plasmas from healthy donors.

This quality is obtained by selecting our raw materials with a high degree of requirement and then offering them in frozen format without any
additives.

This solution eliminates the lyophilization steps and therefore the resulting deterioration, and at the same time improves the preanalysis by
avoiding reconstitution errors.

We have taken care to also offer a range of plasmas and lyophilized reagents. They will provide a complementary offer in their
presentation and quality to frozen products.

Practical packaging. Ready to use products after 5 minutes of thawing at 37°C: gain
Conditioning of 0.5 to 4 mL. of 25 minutes over the reconstitution of a lyophilized reagent,
Using more than 90 % of product (very little dead volume). which requires 30 minutes of stabilization.
Products are ready to use, eliminating the risk of error associated Plasmas collected by plasmapheresis.
with reconstitution. No dry freeze, therefore no alteration of intrinsec qualities of
CE and FDA, ISO 13485. plasmas.

No additives.

We are committed to help you to ensure the quality of your results at your laboratory.
To help you better, we are able to bring you our support for the evaluation of our products by writing us at : support@cryopep.com



Cryopep

Cryogenics at the service of haemostasis

Specialized in the field of haemostasis,
Cryopep offers a new alternative to
traditionnal lyophilized reagents by providing
clinical laboratories an innovative range of
ready to use reagents.

The company is based in Montpellier (Fr) in the
heart of a bustling business park and benefits
from thi s dynamic environment to carry out all
its activities.

Since its creation in 2008, the company has
expanded operations and now serves the
French territory and some European countries.
The growth experience by the company is due
mainly to the sale of frozen reagents for
diagnostic and

research use.

Our products are in compliance with current
regulations (FDA ans CE marking, ISO 13485).
The growth experience by the company is due
mainly to the sale of frozen reagents for
diagnostic and research uses.

&

Frozen reagents, simplicity and practicability.

We offer medical analysis laboratories an innovative
concept through a range of ready-to-use frozen
plasmas and reagents of unprecedented quality,
comparable to that of fresh donor plasmas.

A full range of haemostasis reagents.
Ready-to-use  frozen reagents
reconstitution errors.

A range of plasmas and lyophilized reagents that
provide additional offers reagents.

A range of research reagents of over 720 references.

that  avoid

Proven quality.
ISO 13485 and
manufacturers.
Innovative high quality reagents that offer time
saving and be practicable. Get technical support
from hemostasis specialists.

ISO 9001 standards from

Areliable logistics system.

Your products are carefully packed. We work
exclusively with carriers receiving 1ISO 9001 standard
and CERTIPHARM repository.

Guarantee of an effective monitoring and a fast
delivery of your order.
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> BIOMEDICA

DIAGNOSTICS

Cryopep is the exclusive distributor in France of the Canadian company BioMedica Diagnostics.

In December 2016, BioMedica Diagnostics acquired the specialized coagulation product line from Sekisui
Diagnostics. The products remain unchanged, but the illustrations / brand are different.

BioMedica brings innovative, affordable and quality diagnostic solutions to a growing group of
international partners, whose goal is to improve patient outcomes in the areas of hemostasis and
thrombosis.

@ pentapharm

Cryopep is the distributor in France of the Swiss company Pentapharm.

Pentapharm is active in two main markets; Diagnostics and Pharma in several countries. Pentapharm
specializes in the field of hemostasis to develop new applications or improve existing ones. The company
is certified according to ISO 9001 and ISO 13485.

https://biomedicadiagnostics.com/

https://www.pentapharm.com/

::GEN inCode

Cryopep is the exclusive distributor in France of the Spanish company GEN inCode.
Le but de GEN inCode is to promote diagnostic tests through prognosis and prediction based mainly on
genomics, proteomics, metabolomics and bioinformatics technologies.

PROLYTIX

Biotherapeutic Experts
from Discovery to Release

https://www.genincode.com/

Cryopep is the exclusive distributor in France of the American company Prolytix.

Prolytix formerly Haematologic Technologies specializes in the preparation of high quality proteins,
enzymes, deficient plasmas, antibodies and special collection tubes for research use. Its internal quality
system is certified according to ISO 9001 standards.

LOXO:
IMMBI(

Cryopep is the exclusive distributor in France of the German company LOXO.
LOXO develops, produces and distributes in vitro diagnostics (IVD) for medical diagnostic laboratories
and laboratory reagents for industrial and scientific purposes.

https://www.goprolytix.com/

GMBH

https://www.loxo.de/

Our partners

Cryopep is the exclusive distributor in France, the Netherlands, Belgium, Luxembourg and Spain of the
Canadian company Precision BioLogic Inc.

This is specialized in the production of innovative products through a range of plasmas and frozen
reagents. Its internal quality system, which follows the highest industry standards, is ISO 13485
registered (the industry standard for medical diagnostics) and manufactured under FDA quality system
regulations. The products are registered according to the CE mark of the European Economic
Community.

PrecisionBioLogic

https://www.precisionbiologic.com/

ROSSrx

Cryopep is the exclusive distributor in France of the Swedish company Rossix.
The Rossix company specializes in the development of colorimetric assays for hemostasis factors for use
in the pharmaceutical industries and expert laboratories.

flh

Cryopep is a distributor in France of the company fzmb.

https://www.rossix.com/

fzmb Gmb, Research Center for Medical Technology and Biotechnology located in Germany. Founded in
1994 by biotechnologists, engineers and physicians, the company today develops and manufactures
innovative, high-quality diagnostic products for laboratory and point-of-care applications.

https://www.fzmb.de/

Cryopep is the exclusive distributor in France of the Austrian company Technoclone.
It specializes in the production of diagnostic kits for hemostasis and has a very extensive ELISA range.
Diagnostic products are registered according to the CE mark of the European Economic Community.

~ https://www.technoclone.com/

Ay
ZACROS

Cryopep is the exclusive distributor in France of the registered trademark ZACROS.
The CRYOPEP company markets in France of the T-TAS device from the Japanese company Fujimori
Kogyo designed for use in clinical biology and / or research laboratories for the purpose of qualitatively
analyzing the process of formation of a thrombus involving the adhesion of platelets using whole blood
samples taken from a tube containing the anticoagulant BAPA in the flow condition. The company is
certified according to ISO 13485 standards.

https://www.t-tas.info/
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Ready to use, simple and convenient

CRYOPEP plasmas and reagents can be adaptapted to most automatic analyzers. Once ready, they avoid any reconstitution and therefore any handling
error, ansuring reliable results.

Making the lab work simple and convenient is especially important when facing frequent personnel changes. This provides lab professionals a real
improvement to the preanalytical conditions and guarantees everyone's peace of mind.

n To order, several possibilities

By telephone +33(0)467 107120

By fax +33(0)4 67 1071 21
By e-mail contact@cryopep.com
By letter CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE

e Command Processing

We carefully pack frozen products in boxes with dry ice or cold packs according to the nature of the product.

To optimize the conditions of transport of our products, we ship our packages in dry ice only from Monday to Wednesday, except urgent
customer requests.

All other orders for freeze-dried products are shipped from Monday to Friday.

e Transport

We work exclusively with carriers receiving ISO 9001 and CERTIPHARM certifications.

We guarantee timely delivery of all products.

During transportation, we track all our shipments and, if necessary, call our customers to check that the packages have been received in the
laboratory.

ﬁ chronopost FedEx


mailto:contact@cryopep.com
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
TISSUE FACTOR
TAFI
FACTOR IX
FACTOR VI
TFPI
PROTHROMBIN
FACTOR XIlI

SCREENING TESTS
PT APTT FIBRINOGEN TT

THROMBIN GENERATION
TGT (TGA)

FROZEN IMMUNODEPLETED DEFICIENT PLASMAS

EXTRINSIC PATHWAY
FACTOR Il
FACTOR VII
FACTOR X
FACTOR YV
INTRINSIC PATHWAY
FACTOR VI
FACTOR VIl avec VWF
FACTOR XI
FACTOR IX
FACTOR Xl
PREKALLIKREIN

ANTICOAGULANT MONITORING

ANTI-Xa
ORGARAN®
ARIXTRA®
UFH
ANTI-Xa ASSAYS
LMW
ANTI-lla
HEPARIN NEUTRALIZATION
ANTI-lla ASSAYS
DOAC

SUMMARY

EDOXABAN ST —
DABIGATRAN
ARGATROBAN LATEX
RIVAROXABAN ELISA
DOAC NEUTRALIZATION LYOPHILIZED IMMUNODEPLETED DEFICIENT PLASMAS
APIXABAN
ADAMTS.13 EXTRINSIC PATHWAY
FACTOR Y
ADAMTS-13 ACTIVITY FACTOR VI
ADAMTS-13 ANTIGEN FACTOR X
ADAMTS-13 INHIBITORS FACTOR I
ADAMTS-13 ACTIVITY ANTIGEN INTRINSIC PATHWAY
FACTOR VIII
ADAMTS-13 UNIT ACTIVITY FAGTOR X
ACTIVATED FACTOR ASSAYS KININOGEN

INDIVIDUALS PLASMAS

CHROMOGENIC ASSAYS

FACTOR Vlia NORMAL DONOR PLASMAS
FACTOR IXa DONOR PATHOLOGICAL PLASMAS
FACTOR Xla

ACTIVATION MARKERS NORMAL HUMAN POOLS
THROMBIN POOLED NORMAL PLASMA
PROTEIN C NORMAL SERUM POOL

INHIBITOR NIJMEGEN BETHESDA ASSAYS
FVII INHIBITOR NIJMEGEN BETHESDA ASSAYS

LYOPHILIZED CONGENITAL DEFICIENT PLASMAS
INTRINSIC PATHWAY

FVIII INHIBITOR NIJMEGEN BETHESDA CONTROLS FACTOR XII
FIX INHIBITOR NIJMEGEN BETHESDA CONTROLS PREKALLIKREIN
LUPUS DIAGNOSTICS (LA) Eﬁggi x(”'
HPPNA FACTOR XI
PNP SPECIALTY CONTROLS
POSITIVE CONTROL AVK
dRVVT

SCREENING TEST CONTROLS
SPECIALTY CALIBRATORS

THROMBOPHILIA

FACTOR V LEIDEN / APCR
ANTITHROMBIN

NEGATIVE CONTROL
WEAK POSITIVE CONTROL



GENETIC PANEL — THE COAGULATION CASCADE

C1-INHIBITOR These kits are manufactured in accordance with the

98/79 EC directive for in vitro diagnostic devices. Only CE
PROTEIN C c € marked products can be used for diagnostic applications
PROTEIN S — TERMS AND CONDITIONS in Burope.

TISSUE FACTOR
FROZEN CALIBRATORS AND CONTROLS

These kits are intended for in vitro diagnostic use.

These kits are for research use only and are not

HE

SPECIALTY CONTROLS intended to be used For diagnostic procedures.
WEAK CONTROLS — ALPHABETICAL INDEX Federal Drug Administration, FDA validates diagnostic
AVK kits For in vitro diagnostic use in the United States.
SPECIALTY CALIBRATORS A2 Biological risk products

SCREENING TEST CONTROLS — REFERENCE INDEX

“
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Storage between 2 and 8 °C

VON WILLEBRAND FACTOR
VWF ANTIGEN
VWF PROPEPTIDE ANTIGEN
VWEF : COLLAGEN BINDING ASSAYS

Reactive in liquid form

lﬁoﬂ

o®

Reactive in lyophilized form

g
L)
oo

FIBRINOLYSIS
FIBRONECTIN, VITRONECTIN 5 o
GLU-PLASMINOGEN, D-DIMERS 38 iReactiveinfozenform
TISSUE PLASMINOGEN ACTIVATOR e
ANTIGEN E‘ﬂ;’ Stability after opening at 2-8 °C
t-PA ANTIGEN i
FPA —PAIT COMPLEX (Z:{() Products that can be refrozen
UROKINASE PLASMINOGEN ACTIVATOR

PLASMIN ANTIPLASMIN COMPLEX

PLASMINOGEN ACTIVATOR INHIBITOR
AUXILIARY REAGENTS

NEUTRALIZERS

BUFFERS, CaCl2, BSA

20'C
INSTRUMENTS % IMporber

T-TAS®01
CONSUMABLES PL CHIPS
CONSUMABLES AR CHIPS - T-TAS® 01
INSTRUMENT
CONSUMABLES HD CHIPS - T-TAS® 01

Stability 12 months after refreezing at-20° C

Manufacturer

Distributor

0



FACTOR ASSAYS

CHROMOGENIC ASSAYS
TISSUE FACTOR

InfFormations

Tissue factor (TF) is a 45 kDa transmembrane cell
surface glycoprotein known for its role in the
initiation of coagulation. It functions as a receptor
and cofactor for FVII and FVlla. TF is released into
the bloodstream after disruption of the
endothelium.

Contact between TF and blood is sufficient to
initiate the extrinsic pathway of coagulation. In
vitro studies reveal that once TF is complex with
FVII, FVII is activated by FXa. FVlla by itself
possesses low proteolytic activity, only when
bound to TF does it possess sufficient proteolytic
activity to activate FIX and FX.

The TF / FVlla complex effectively activates both FX
and FIX, thereby initiating intrinsic and extrinsic
coagulation pathways.

The extrinsic pathway is rapidly attenuated by the
tissue factor pathway inhibitor (TFPI). TFPI is the
only effective inhibitor of the TF / FVIla complex.

Cryopep ¢

Cryogenics at the service of haemostasis

ELISA SETS

IMUBIND® Tissue Factor ELISA

ﬁ;'-::‘ RUO 2°czi/ xS ?:’&E %

Reference

11-845

Presentation

Number of tests
Kit 12 x 8

The IMUBIND® Tissue Factor ELISA is intended for the measurement of human tissue
factor (TF, thromboplastin) in human plasma, tumor tissue extracts and cell culture
supernatants (eg, monocytes stimulated by LPS lipopolysaccharide).

Components

- 96-wells plate coated with anti-TF IgG

- 6 vials x freeze-dried TF (0-1000 pg / mL)
standard

- 2 vials x biotinylated detection antibody,
lyophilized

- 1 vial x enzyme conjugate, streptavidin-HRP, 60
pL

- 1 vial x enzyme conjugate diluent, 20 mL
lyophilized

-1 vial x substrate, TMB, 11 mL

- 1 packet x wash buffer, PBS with 0.1% Triton
X-100,pH 7.4

Characteristics

Stability 1 month after opening.

This test measures TF in plasma, tissue extracts,
cell culture supernatants Absorbance at 450nm
Standards can be aliquoted and frozen Sensitivity
between 0 to 1000pg / mL.

ELISA Assay

Tél.: +33(0)4 67 10 71 20 - Fax: +33(0)4 67 10 71 21 - CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE - www.cryopep.com
Thrombosis Haemostasis Catalogue 2024 - Edition of 2024-04-08 12:04:20
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
TAFI

Associated products

TAFI Immunodepleted Deficient Human Plasma

InfFormations

TAFI, thrombin-activatable Fibrinolytic inhibitor,
(also known as carboxypeptidase U and plasma
pro-carboxypeptidase B) is a 60kDa molecular
weight glycoprotein (proenzyme form) found in
human plasma that modulates fibrinolysis. This
proenzyme is converted to an active form of
molecular ratio 35kDa, TAFla, after proteolytic
cleavage by the thrombin / thrombomodulin
complex.

TAFla possesses carboxypeptidase activity with a
preference for cleavage of lysine and arginine
residues from the end of proteins. Modulation of
fibrinolysis occurs when TAFla cleaves the
C-terminal arginine and lysine residues of partially
degraded fibrin. Removal of arginine and lysine
residues from fibrin inhibits the continued
degradation of fibrin by tPA-activated plasmin.
TAFI may play a central role in thrombosis and
fibrinolysis due to its ability to delay fibrin clot
lysis.

Cryopep ¢

Cryogenics at the service of haemostasis

ELISA SETS

Reference

11-873

The IMUCLONE ™ Total TAFI ELISA is an in vitro test for the measurement of TAFI antigen

Presentation

IMUCLONE™ Total TAFI ELISA

RUO 2oc/i/aoc 5?? %

Number of tests
Kit 12 x 8

in human plasma or in any Fluid containing TAFI.

Components

- 96-well microtest plate coated with human
anti-TAFI antibody

- 2 vials x Sample Diluent-F, 50 mL

- 1 vial x conjugate diluent, 25 mL

- 3 vials x human anti-TAFI antibody
immunoconjugate coupled to HRP, lyophilized
- 1 vial x washing solution, 20 x concentrate, 50 mL
-1 vial x TMB substrate, ready to use, 25 mL

- 1 bottle x stop solution, 6 mL

- 3 vials x TAFI plasma calibrator, lyophilized

- 1 vial x TAFI Control | - High, lyophilized

- 1 vial x TAFI Control Il - Low, lyophilized

Method / Application

The TAFI contained in the samples is captured by
the capture monoclonal antibody located at the
bottom of the wells. After washing, the TAFl is
revealed by an anti-human TAFI polyclonal
antibody coupled to peroxidase.

The TMB will thus react with the peroxidase to
form a blue colored compound which will be
stopped by the stop solution to give a yellow
compound where the absorbance of the solution is
measured at 50 nm.

Absorbance is directly proportional to the amount
of TAFI present in the sample.

ELISA Assay

Tél.: +33(0)4 67 10 71 20 - Fax: +33(0)4 67 10 71 21 - CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE - www.cryopep.com
Thrombosis Haemostasis Catalogue 2024 - Edition of 2024-04-08 12:04:20
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
TAFI

Associated products

Pefakit® TAFI Controls and Calibration

IMUCLONE™ Total TAFI ELISA

InfFormations

TAFI, thrombin-activatable Fibrinolytic inhibitor,
(also known as carboxypeptidase U and plasma
pro-carboxypeptidase B) is a 60kDa molecular
weight glycoprotein (proenzyme form) found in
human plasma that modulates fibrinolysis.

This proenzyme is converted to an active form of
molecular ratio 35kDa, TAFla, after proteolytic
cleavage by the thrombin / thrombomodulin
complex. TAFla possesses carboxypeptidase
activity with a preference for cleavage of lysine and
arginine residues from the end of proteins.

C r‘ g 0 p e p (o Tél.: +33(0)4 67 10 71 20 - Fax: +33(0)4 67 10 71 21 - CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE - www.cryopep.com

Cryogenics at the service of haemostasis

REAGENT KITS

Pefakit® TAFI

[RUO AN wc f ¥ ol oo B B

Reference Presentation Format
8-800186 Kit 2x4.0mL

Pefakit® TAFI is a plasma-based chromogenic test For the determination of TAFI activity.

Components Advantages
- 2 vials of lyophilized activator, to be Inserts and certificates of analysis provided.
reconstituted in 4.0 mL of demineralized water. Safety data sheets (SDS) provided.

- 2 vials of lyophilized reagent, to be reconstituted
in 4.0 mL of diluent.

- 2 vials of ready-to-use diluent for reconstitution
of the reagent.

Thrombosis Haemostasis Catalogue 2024 - Edition of 2024-04-08 12:04:20

Characteristics

Calibrator and control plasma delivered in a
separate test kit (Pefakit® TAFI Calibrator and
Controls, Code 8-800187).
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FACTOR ASSAYS CALIBRATORS

CHROMOGENIC ASSAYS Pefakit® TAFI Controls and Calibration

TAFI
8°C B b oA
= RUO ’\Q‘ 2°C /}[ 5 r's?e’-sfj:.' sggl‘s %
Associated products Reference Presentation Format
8-800187 Kit 1x1.0mL
Pefakit® TAFI
IMUCLONE™ Total TAFI ELISA Pefakit® TAFI calibration and control plasma pool.

Calibrator and control plasmas are used for calibration and control of the plasma based
chromogenic assay for determination of Thrombin Activatable Fibrinolysis Inhibitor (TAFI)

Informations enzyme activity with Pefakit® TAFI (Code 800186).

TAFI, thrombin-activatable Fibrinolytic inhibitor,
(also known as carboxypeptidase U and plasma

pro-carboxypeptidase B) is a 60kDa molecular COMpoNents Advantages Characteristics

weight glycoprotein (proenzyme form) found in

human plasma that modulates fibrinolysis. This -1 vial of human plasma for calibration Insrerts and certificates of analysis provided. TAFIa activity (%) of undiluted calibrator, controls
proenzyme is converted to an active form of -1 vial of TAFI Control 1 Safety data sheets (SDS) provided. 1 and 2 is lot specific and indicated in each
molecular ratio 35kDa, TAFla, after proteolytic -1 vial of TAFI Control 2 certificate.

cleavage by the thrombin / thrombomodulin

complex.

TAFla possesses carboxypeptidase activity with a
preference for cleavage of lysine and arginine
residues from the end of proteins. Modulation of
fibrinolysis occurs when TAFla cleaves the L e
C-terminal arginine and lysine residues of partially 0
degraded fibrin. Removal of arginine and lysine
residues from fibrin inhibits the continued
degradation of fibrin by tPA-activated plasmin.
TAFI may play a central role in thrombosis and
fibrinolysis due to its ability to delay fibrin clot
lysis. 0

60

40

delta mE/ min.

[ 20 50 60 80 100
TAFla activity (%)
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR IX

Associated products

CRYOcheck™ Reference Control Normal

CRYOcheck™ Abnormal 1 Reference Control

CRYOcheck™ Abnormal 2 Reference Control

CRYOcheck™ Normal Reference Plasma

Very Low IX Control Plasma

Auxiliary reagents

Tris BSA

InfFormations

FIX is a vitamin K dependent glycoprotein
synthesized by the liver.

The FIX can be activated in FIX in FIXa by the FXla
or by FVlla in the presence of phospholipids and
calcium.

A person who is deficient in FIX has hemophilia B.

IVD

Reference
5-900020

@ Zoc/#fs‘*c

Human Factor IX enzymatic assay kit.

The Rox Factor IX kit contains reagents for the colorimetric determination of Factor IX activity

in plasma and in plasma derivatives.

Dilution buffer : additional bottles can be ordered under reference 5-9050, specifying the batch

COLORIMETRIC ASSAYS

Presentation
Kit

Rox Factor IX

"
.34,
. 2-8C .

Number of tests
2x50

number of the box within the limit of available stocks.

Components

- 2 vials x reagent A (human FVIIl and FX, and
bovine FV, lyophilized fibrin polymerization
inhibitor)

- 2 vials x reagent B (lyophilized human FXla and
Fll, CaCl2 and phospholipids)

- 1 vial x FXa Chromogenic Substrate (6 mL)

-1 vial x Tris BSA Dilution Buffer (20 mL)

Courbe FIX log-log entre 3 et 25 mUI / mL

Absorbance (405 - 490 nm)

?=099

Activité en mU1/ mL

Method / Application

The ROX FACTOR IX is a chromogenic enzymatic
assay kit for the determination of FIX in human FIX
concentrates. FIX insufficiency as well as FIX
replacement therapy can be monitored.
(Specialized hemostasis)

This method is based on the activation of human
FIX by human FXla.

The FIXa thus formed activates FX to FXa in the
presence of FVIII, phospholipids and calcium ions.
The amount of FXa generated is determined by
hydrolysis of a chromogenic substrate for FXa.
The quantity of para-nitroaniline released during
this hydrolysis and measured at 405 nm is
proportional to the concentration of FIXa in the
reaction medium.

Colorimetric assay

Characteristics

- Linearity : 0.005-2 IU / mL

- Two possible curves : linearity between 3 and 25
mlU/mL and between 50 and 500 mIU/mL

- Excellent sensitivity around 0.001 IU / mL with a
signal > 30 mA at 405 nm

- No FIX-deficient plasma is used

- CE validated adaptation on STAR, CS5100, BCS XP
and ACL Top

Tél.: +33(0)4 67 10 71 20 - Fax: +33(0)4 67 10 71 21 - CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE - www.cryopep.com
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR IX

Associated products

CRYOcheck™ Reference Control Normal

CRYOcheck™ Abnormal 1 Reference Control

CRYOcheck™ Abnormal 2 Reference Control

CRYOcheck™ Normal Reference Plasma

Informations

FIX is a vitamin K dependent glycoprotein
synthesized by the liver.

The FIX can be activated in FIX in FIXa by the FXla
or by FVlla in the presence of phospholipids and
calcium.

A person who is deficient in FIX has hemophilia B.

Cryopep ¢

Cryogenics at the service of haemostasis

Reference

t3%

CCCF09

The CRYOcheck™ Chromogenic Factor IX is a chromogenic assay used for the quantitative

Presentation

COFFRETS DE DOSAGE COLORIMETRIQUE

CRYOcheck™ Chromogenic Factor IX

s2u szt Mgy S0

J0-15T.  .2-8T. -80°C

BB

Number of tests
Kit 96

colorimetric determination of Factor IX activity in citrated human plasma.

Components

- 4 vials of reagent 1 (human FVIII, human FX,
bovine FV) (0.75 mL)

- 4 vials of reagent 2 (human FXla, human FlI) (2.3
mL)

- 4 vials of reagent 3 (FXa substrate) (1.0 mL)

- 4 vials of Tris-BSA dilution buffer (10.0 mL)

Advantages

- Convenient frozen format - ready to use in
minutes, with no risk of reconstitution error

- Thawed reagents stable for 48 hours in original
vials when stored at 2-8°C

- Reagents can be re-frozen at -70°C for up to one
month limiting reagent loss

- Excellent accuracy at low FIX activity
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Colorimetric assay
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Characteristics

The CRYOcheck™ Chromogenic Factor IX is used to
identify FIX deficiency and helps in the
management of hemophilia B in people aged 2
years and older

- Intended to be used on automated coagulation
analyzers (protocols available on request)

- Linearity: 0-200%

- Stable 24h on analyzers

- Reagents refreezable 30 days at-70° C
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR ViII

Associated products

Coagulation Control A

Coagulation Control N

Coagulation Reference

InfFormations

Factor VIl is a glycoprotein mainly synthesized by
the liver. It circulates in the plasma as bound to
VWF which protects it from rapid proteolytic
degradation.

It is activated by FXa or thrombin in FVIlla which
will complex with FIXa in the presence of
phospholipids to activate FX in FXa.

A patient who is deficient in FVIII has hemophilia A.

Cryopep ¢

Cryogenics at the service of haemostasis

IVD

8°C
2°C

Reference
4-5344101

COLORIMETRIC ASSAYS

TECHNOCHROM® FVIII:C

B 5 )

J0-15T. . 2-8C.

Presentation
Kit

Colorimetric assay kit For Factor VIII in hemostasis.

The TECHNOCHROM® FVIII: C kit contains reagents for the colorimetric determination of the

activity of FVIIl in plasma and in plasma derivatives.

Components

- 2 vials of FXa-1 + aNAPAP substrate (2 mL)
- 2 vials x reagent A (Phospholipid, Albumin) (2 mL)
- 2 vials x reagent B (FIXaB, FX, Ca ++, Albumin,

Thrombin) (2 mL)

Advantages

-1 bottle x ref. Stand. FVIII 1 (= 130%) (1 mL)
-1 bottle x ref. Stand. FVIII 2 (= 70%) (1 mL)
-1 bottle x ref. Stand. FVIIl 3 (=~ 10%) (1 mL)
-1 bottle x ref. Stand. FVIIl 4 (<0.5%) (1 mL)
- 3 vials x FVIII dilution buffer (30 mL)

- 2 vials x FVIII reaction buffer (8 mL)

)
-20°C

=
>
a3
Number of tests
2x50

- 24 hour stability of reagents on analyzers
- Reagents refreezable 14 days at-20° C

- Insensitivity of TECHNOCHROM FVIII: C reagent
to Emicizumab

Tél.: +33(0)4 67 10 71 20 - Fax: +33(0)4 67 10 71 21 - CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE - www.cryopep.com
Thrombosis Haemostasis Catalogue 2024 - Edition of 2024-04-08 12:04:20

Colorimetric assay

Characteristics

FVIIl insufficiency as well as FVIII replacement
therapy can be monitored. (Specialized

hemostasis)

- Linearity: 1 - 144 (activity%).
- Detection limit: 0% (activity%)

- 5 minutes incubation and 3 minutes reading

- End point or kinetic
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR ViII

Associated products

CRYOcheck™ Reference Control Normal

CRYOcheck™ Abnormal 1 Reference Control

CRYOcheck™ Abnormal 2 Reference Control

Auxiliary reagents

Tris BSA

InfFormations

Factor VIl is a glycoprotein mainly synthesized by
the liver.

It circulates in the plasma as bound to vVWF which
protects it from rapid proteolytic degradation.

It is activated by FXa or thrombin in FVIlla which
will complex with FIXa in the presence of
phospholipids to activate FX in FXa.

A patient who is deficient in FVIII has hemophilia A.

Cryopep ¢

Cryogenics at the service of haemostasis
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Reference
5-800070

COLORIMETRIC ASSAYS
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Presentation

Rox Factor VI

Number of tests
Kit 2x100

Factor VIII colorimetric assay kit in human Factor VIII concentrates.

This kit for research use must not be used for the diagnosis or monitoring of patient treatment.

Components

- 2 vials of reagent 1 (lyophilisate of bovine FX, and
fibrin polymerization inhibitor)

- 2 vials of reagent 2 (freeze-dried human FIXa and
lla, calcium chloride and phospholipids)

- 1 vial of FXa chromogenic substrate (6 mL)

- 1 vial of Tris-BSA dilution buffer (20 mL)

2

1,6 //
1,2

0,8

0,4

Absorbance A405 - A490 nm

0 40 80 120 160 200
Factor VIII (%)

Method / Application

In the presence of Ca2 + and phospholipids, FX is
activated to FXa by FIXa. This reaction is strongly
stimulated by FVIII after activation to FVIlla by
thrombin.

Using optimal concentrations of Ca2 +,
phospholipids, and excess FIXa, FX, and thrombin,
the rate of FX activation is directly related to the
amount of FVIIIin the sample.

FXa hydrolyzes the chromogenic substrate, thus
releasing the pNA chromophore group.

The intensity of the color is proportional to the
FVIII activity in the sample.
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Colorimetric assay

Characteristics

- Linearity : 0- 2 IU / mL (0-200%)

- Detection limit 0.003 IU / mL (0.3%)

- FVIlIExcellent discrimination of FVIII activity
- Factor VIl deficient plasma not needed

- Reagent in accordance with the European
Pharmacopoeia for the determination of FVIII
- Very stable on analyzers.
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR ViII

Associated products

EMICIZUMAB Controls

InfFormations

Emicizumab, a drug intended for the prophylactic
treatment of patients with hemophilia A, is a
bispecific antibody that bridges activated Factor IX
(FIXa) and Factor X (FX), there by restoring FVIII
function, necessary for normal hemostasis.

The Emicizumab Calibrator can be used to
determine the active amount of Emicizumab by
measuring FVIII activity in a one-step chronometric
assay with a hemostasis analyzer in citrated human
plasma.

Cryopep ¢

Cryogenics at the service of haemostasis

IVD

Reference

6-151-201

Calibration Plasma for EMICIZUMAB.

8°C
2°C

CALIBRATORS

EMICIZUMAB Calibrator
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Presentation
Vial

<
<75
N
Format
5x1mL

The Emicizumab Calibrator is a plasma designed for the calibration of Factor VIII (FVIII) when
determining activity by the one-step chronometric methods.

Components

- 5vials of 1 mL, lyophilized (citrated plasma
immunodepleted in FVIII with 100ug / mL

Emicizumab)

Characteristics

The calibrator is used to determine the amount of
active Emicizumab in the plasma based on the
measurement of the activated partial
thromboplastin time.

After dilution of the calibrator, plasma deficient in
FVIIl is added as well as TCA reagent.

Coagulation is initiated by adding CaCl2.

The degree of TCA correction is correlated with
the activity of Emicizumab, the concentration of
which in yg / mL is determined using a calibration
curve.
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR ViII

Associated products

EMICIZUMAB Calibrator

InfFormations

Emicizumab, a drug intended for the prophylactic
treatment of patients with hemophilia A, is a
bispecific antibody that bridges activated Factor IX
(FIXa) and Factor X (FX), thereby restoring FVIII
function. missing, necessary for normal hemostasis.

Cryopep ¢

Cryogenics at the service of haemostasis
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CONTROLS

Colorimetric assay

EMICIZUMAB Controls

8°C oy [
I V D ZocX % '?‘3‘5: . %“ﬂ Emicizumab Controls
Faiamee
Reference Presentation Format e Tears
6-152-401 vial 2x5x1mL ' = ——

Emicizumab
Control plasma levels 1 & 2 for EMICIZUMAB

Emicizumab controls are level 1 & 2 controls intended to validate the calibration curve of FVIII
activity by Emicizumab determined by an activated partial thromboplastin time.

Components Characteristics

Emicizumab levels 1 and 2 controls are used in the
same way as plasmas from citrated patients.
Emicizumab controls are prepared from citrated
plasma immunodepleted in FVIII to which
Emicizumab has been added to obtain a final
concentration of 25 ug/ mL (level 1) and 75 ug /
mL (level 2).

- Level 1: 5 vials x 1.0 mL
- Level 2: 5 vials x 1.0 mL

Thrombosis Haemostasis Catalogue 2024 - Edition of 2024-04-08 12:04:20
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR ViII

Associated products

CRYOcheck™ Reference Control Normal

CRYOcheck™ Abnormal 1 Reference Control

CRYOcheck™ Abnormal 2 Reference Control

CRYOcheck™ Normal Reference Plasma

Informations

Factor VIl is a glycoprotein mainly synthesized by
the liver. It circulates in the plasma as bound to
VWF which protects it from rapid proteolytic
degradation.

It is activated by FXa or thrombin in FVIlla which
will complex with FIXa in the presence of
phospholipids to activate FX in FXa.

A patient who is deficient in FVIII has hemophilia A.
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Cryogenics at the service of haemostasis

COLORIMETRIC ASSAYS

CRYOcheck™ Chromogenic Factor Vili

L CENVD| A i ® e B

Colorimetric assay

Reference Presentation Number of tests
CCCFO08 Kit 4x20
cryocheck™ I F vm
CRYOcheck™ Chromogenic Factor VIl is a chromogenic assay used For the colorimetric ,glmfoge" E,..‘.“tor
quantitative determination of Factor VIII activity in citrated human plasma. e | !‘{.&'m "
" G
) L R LU
Components Characteristics
- 4 vials of reagent 1 (bovine FX + fibrin inhibitor) CRYOcheck™Chromogenic Factor VIIl is used to
(1.25 mL) identify FVIII deficiency and helps in the
- 4 vials of reagent 2 (human Flla, human FIXa, Ca management of hemophilia A in people 2 years of
++, phospholipids) (1.25 mL) age and older.
- 4 vials of reagent 3 (FXa substrate + thrombin e
inhibitor) (1.25 mL) - Linearity: 0-200% i '”'-"“‘f F
- 4 vials of Tris-BSA Dilution Buffer (7 mL) - Detection limit: 0.5% (activity%) iy

- Accuracy <4%
- 24 hours stability of reagents on analyzers
- Reagents refreezable 30 days at-70° C
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
TFPI

Associated products

ACTICHROME® TFPI

InfFormations

TFPI is an anticoagulant protein produced by the
endothelial cell which is found on its surface.

Its role is to inhibit the early phases of coagulation
by blocking the FT-FVIla complex as well as the FXa.
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Cryogenics at the service of haemostasis

Reference
11-848DP

REAGENT KITS

Presentation Format
Vial 1x0.5mg

Lyophilized normal citrated human plasma immunodepleted of tissue Factor pathway

inhibitor (TFPI) via immunoaffinity chromatography, using a column of antibody specific For

human TFPI immobilized to agarose beads.

Components

Advantages

- Screw-capped glass vial containing the equivalent  The lyophilized presentation allows greater

of 0.5 mg plasma.

stability until the expiration date.
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Human TFPI Depleted Plasma

 |RUO 2"01/ o %

Colorimetric assay

Characteristics

Add 0.5 mL of filtered deionized/distilled water.
The plasma contains 20 mM HEPES buffer.
Store at +2°/+8°C.

Reconstituted plasma should be held on melting
ice for the duration of the testing.

The material should be used within 4 hours of
reconstitution.
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
PROTHROMBIN

Auxiliary reagents

Tris BSA

InfFormations

Factor Il (FIl) is a glycoprotein synthesized by the
liver, zymogen of a serine protease. It is a vitamin
K-dependent clotting factor. Its half-life is 50 to
120 hours.

Fll is activated by the prothrombinase thrombin
complex which plays a central role in the
coagulation process.

It will transform fibrinogen into fibrin, amplify its
own formation and activate the protein C, TAFI and
platelet systems.

There are constitutional deficits in Fll which are
very rare and acquired deficits which can be
observed during anti-vitamin K treatment or
vitamin K deficiency, CIVD, anti-Fll autoantibodies.

Cryopep ¢

Cryogenics at the service of haemostasis
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Reference
5-200040

COLORIMETRIC ASSAYS
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Presentation
Kit

Rox Factor Prothrombin

&

.2-8T.

Number of tests
4 x 30

Enzymatic assay kit for human prothrombin in human plasma (on citrate or EDTA) and in
concentrates containing Fll by colorimetric assay.

Components

- 4 vials x activator reagent (human FXa, bovine
FVa, CaCl2, phospholipids) (3 mL)

- 1 vial x chromogenic substrate (6 mL)

- 1 vial x dilution buffer (20 mL)

Courbe Rox Factor Prothrombin sur microplaque

0 30 60 90 120 150
Facteur I1,%

Advantages

- Excellent sensitivity around 0.25 mIU / mL
unaffected by hemoglobin, bilirubin, triglycerides /
heparins (UFH & LMWH)

- Based on prothrombinase complex to reflect
biological activity

- Significant dilution of the sample which limits the
generation of thrombin

- Very robust dosage because complete activation
of prothrombin

- The biologically inactive prothrombin precursor
(DCP) is not activated in this method.
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Colorimetric assay

Characteristics

Fll insufficiency as well as replacement therapy for
Fll can be monitored. (Specialized hemostasis)

The functional activity of Fll is determined by the
enzymatic method of chromogenic
prothrombinase in which human Fll is activated to
thrombin (lla) by FXa in the presence of bovine FV,
phospholipids and calcium ions.

The amount of Flla thus generated is determined
by the hydrolysis of a chromogenic substrate of
Flla.

The FIl activity of the sample is determined against
a concentrated or plasma standard and the result
is expressed in International Units (1U).
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FACTOR ASSAYS

CHROMOGENIC ASSAYS
FACTOR XIlI

Associated products

Coagulation Control A

Coagulation Control N

Coagulation Reference

InfFormations

FXIII or fibrin stabilization factor is the zymogen of
a transglutaminase. FXIIl is activated by thrombin, it
intervenes in the final phase of fibrinoformation to
stabilize the fibrin clot. It is also involved in the
phenomena of tissue repair and scarring by
allowing the association of collagen and
fibronectin.

There are constitutional deficits in FXIIl which are
autosomal recessive inheritance. The severe forms
are associated with a hemorrhagic syndrome.
Acquired FXIll deficiency due to anti-FXIll
autoantibodies is also a very important cause of
bleeding diathesis.

The consumption of FXIIl in various diseases
(malignant infections, Crohn's disease,
Henoch-Schoenlein purpura, major surgery, ...
usually results from a moderate drop in the level of
FXIIIL

Cryopep ¢

Cryogenics at the service of haemostasis

IVD

Reference
4-5360010

8°C
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COLORIMETRIC ASSAYS

TECHNOCHROM® FXIIil

"
.. 347,
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Presentation

IR

Number of tests

Kit 3x20

Assay kit for the detection of congenital or acquired FXIIl deficiencies, abnormal levels

with low activity or high FXIlI levels.

TECHNOCHROM® FXIlII is a chromogenic enzymatic assay kit for determining the activity of

FXIII.

Components

- 3 vials x activator (3 mL)

- 3 bottles x detection reagent (3 mL)
- 3 vials x NADPH solution (3 mL)

- 3 vials x inhibitor reagent (1 mL)

- 1 vial x stabilization solution (6 mL)

Method / Application

The determination of the activity of FXIIl is based
on the measurement of the ammonia released
during the transglutaminase reaction. FXIIl present
in plasma is activated in the presence of thrombin
and calcium.

The polymerization of fibrin is prevented and
therefore the FXIllla will catalyze the
transformation of an amino substrate of glycine
ethyl ester (GEE) into a glutamine residue and
releasing an ammonium ion.

The amount of ammonium ion released is followed
by a reaction dependent on NADPH, followed by
the spectrophotometer with a decrease in
absorbance at 340 nm
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Colorimetric assay

Characteristics

The method is linear up to an FXIII activity of
300%. The detection limit is 0.6%.



https://www.cryopep.com/hemostasis-coagulation/catalogue/technochrom-fxiii
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-a
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-n
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-reference
https://www.cryopep.com/hemostasis-coagulation/catalogue/technochrom-fxiii
https://www.cryopep.com/hemostasis-coagulation/catalogue/technochrom-fxiii
https://www.cryopep.com/hemostasis-coagulation/catalogue/technochrom-fxiii
https://www.cryopep.com/hemostasis-coagulation/catalogue/technochrom-fxiii
https://www.cryopep.com/

SCREENING TESTS
PT APTT FIBRINOGEN TT

CHRONOMETRIC DOSAGE SETS

TECHNOPLASTIN® HIS

Chronometric assay

IVD

8°C
2°C

B A AR T G

Associated products Reference Presentation Format TECHNOPLAS'I!'IN‘HIS
4-5003009 Vial 12x2.0 mL Erem

AK-Calibrant

Coagulation Control A 4-5003021 Vial 20x 10.0 mL . !

Coagulation Control AK 4-5003026 Vial 6 x10.0 mL —r 1

Coagulation Control N 4-5003030 Vial 2x 10,0 mL . ‘!; _'; f

Coagulation Reference
TECHNOCLOT® Control A
TECHNOCLOT® Control N

Thromboplastin calcium for the determination of prothrombin (PT), prothrombin time (PT)
and INR (ISl around 1.2).

TECHNOPLASTIN® HIS (HIS = Heparin InSensitive) is a routine hemostasis test composed of
standard thromboplastin calcium based on rabbit brain.

Informations

Prothrombin Time (PT) is the measurement of the Characteristics
clotting time of citrate plasma by the addition of £

excess calcium tissue thromboplastin. This reagent is characterized by its sensitivity to {
Fll, FV, FVIl and FX. It also contains a heparin
neutralizer which allows the determination of the
PT in the plasmas of patients under conventional
heparin therapy (0.2 to 0.8 IU / mL).

This screening test is used for :

The test explores the “extrinsic” coagulation
pathway (factor VII, X,V,Il) and the conversion of
fibrinogen to fibrin.

Cryopep ¢

Cryogenics at the service of haemostasis

- control of coagulation disorders of the extrinsic
pathway,

- control of oral anticoagulation therapy,

- the determination of the individual factors of the
extrinsic pathway,

- checking the synthesis capacity of coagulation
factors in the event of liver disease.

Therapeutic range of oral anticoagulants : INR 2.0 -
4.5 equivalent to 20 - 45% of the norm.
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SCREENING TESTS
PT APTT FIBRINOGEN TT

Associated products

AK Verification Kit

TECHNOCLOT® PT Owren Capillary Calibration Set

TECHNOCLOT® PT Owren Capillary Control Set

AK-Calibrant

Coagulation Control A

Coagulation Control AK

Coagulation Control N

Coagulation Reference

InfFormations

Prothrombin time (PT) is a measure of the clotting
time of citrated plasma by addition of excess
calcium tissue thromboplastin.

The test explores the “extrinsic” pathway of
coagulation (factor VII, X, V, ll) as well as the
conversion of fibrinogen into fibrin.

Cryopep ¢

Cryogenics at the service of haemostasis

IVD

Reference
4-5005032
4-5005037

CHRONOMETRIC DOSAGE SETS

TECHNOCLOT® PT Owren Manual

EOC .'.', -‘..- 8 “"_
Care GEE R N

Presentation Format
Kit 10 x 4.0 mL
Kit 10x 10 mL

TECHNOCLOT® PT Owren manual is a thromboplastin reagent for the quantitative
determination of prothrombin time (PT) in citrated human plasma, capillary blood and

venous blood.

This reagent is sensitive to abnormal levels of coagulation factors II, VIl and X.
It is used for the control of blood clotting disorders of the extrinsic system as well as for
monitoring oral anticoagulant therapy (i.e. warfarin).

Components

-10vials x 4 or 10 mL

4,40

=

Ln RBTIO5
&

260 2Ar 300 3I0 340 360 380 400 420 440

Ln TCPT Qwren

Advantages

- Combined thromboplastin that already contains
CacCl2.

- TECHNOCLOT® PT Owren manuel was compared
in studies to other reagents on the market and
shows very good correlation data.
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Prothrombine Time

.’ﬂm

Characteristics

TECHNOCLOT® PT Owren manual is specially
designed for use with manual methods and
semi-automated coagulometers.

The reagent is lyophilized and contains rabbit
brain thromboplastin and adsorbed bovine plasma.
The adsorbed plasma is added as a source of
factor V and fibrinogen.
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SCREENING TESTS
PT APTT FIBRINOGEN TT

CHRONOMETRIC DOSAGE SETS Prothrombine Time

TECHNOCLOT® PT Owren Automated

8°C
2°C

-

. 28T .

IVD

Reference
4-5005044

<

<>
N
Presentation
Kit

Format
10x 4.0 mL

Associated products

AK-Calibrant

4-5005046 Kit 10x 10 mL

Coagulation Control A

Coagulation Control AK TECHNOCLOT® PT Owren automated is a thromboplastin reagent for the quantitative

Coagulation Control N determination of Prothrombin Time (PT) in human citrated plasma.

Coagulation Reference

This reagent is sensitive to abnormal levels of the coagulation factors I, VIl and X and is used for

Imidazole buffer the monitoring of oral anticoagulant therapy (i.e. warfarin). TECHNOCLOT® PT Owren

automated is especially designed to be used with coagulation analyzers including ones using
optical PT determination.
Informations

Prothrombin time is a measure of the clotting time
of citrated plasma by addition of excess calcium
tissue thromboplastin.

The test explores the “extrinsic” pathway of

Components

- 10 vials x 4 or 10 mL

Advantages

- Application sheets for automatic analysers are
available on request.

Characteristics

Le réactif est lyophilisé et contient de la
thromboplastine cérébrale de lapin et du plasma

coagulation (factor VII, X, V, ll) as well as the ez - Contains handling and performance information bovin adsorbé.
conversion of fibrinogen into fibrin. - specific to the analyzer and test. Le plasma adsorbé est ajouté comme source de
facteur V et de fibrinogéne.
400 Une solution de chlorure de calcium de 25 mM doit
étre ajoutée pour déclencher la réaction de
180 coagulation.
& 280
£
m
= 340
5
am
30
2,80
2.EQ

Cryopep

Cryogenics at the service of haemostasis

&

280 300 330 340 360 380 400 420 440

Ln TCPT Owren
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SCREENING TESTS
PT APTT FIBRINOGEN TT

Associated products

TECHNOCLOT® PT Owren Automated

TECHNOCLOT® PT Owren Capillary Control Set

TECHNOCLOT® PT Owren Manual

InfFormations

Prothrombin time is the measurement of the
clotting time of citrate plasma by adding an excess
of calcium tissue thromboplastin.
The test explores the “extrinsic” route of
coagulation (fFactor VII, X,V,II) as well as the
conversion of fibrinogen to fibrin.

Cryopep

Cryogenics at the service of haemostasis

&

CALIBRATORS

IVD

SYH
«18-25TC.

8°C
2°C

Reference
4-5005100

2BH ",

.2-8T.

Presentation
Kit

TECHNOCLOT® PT Owren Capillary Calibration

Set
H’;ﬁ%

Format
4x1.0mL

TECHNOCLOT® PT Owren Capillary Calibration set is used to establish an INR Reference
curve For capillary blood INR tests.

A set of 4 freeze-dried calibration plasmas for standardisation and calibration of INR capillary
blood tests using TECHNOCLOT® PT Owren Manual.

Components

-1 vial of 1 mL of lyophilised normal plasma
- 3 vials of 1 mL of lyophilised anticoagulated
plasma with calibrated INR values

- 4 vials of 1 mL of distilled water

- 4 vials of 1 mL of CaClz

4,40

4,20

400

BQ
280 28D 300 320 340 3EQD 3B0 400 420 440

Ln TCPT Owren

Advantages

- Simple to use - CaCL2 and distilled water included
in the set

- INR's of patient samples can be direct read off
from the calibration curve

- Suitable for use with TECHNOCLOT® PT Owren
Manual and other PT systems
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Prothrombine Time

Characteristics

Set contains both a normal and 3 warfarinised
plasmas with calibrated INR values.
TECHNOCLOT® PT Owren Capillary Calibration
Set est utilisé en complément du réactif
TECHNOCLOT® PT Owren Manual.
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SCREENING TESTS
PT APTT FIBRINOGEN TT

Associated products

TECHNOCLOT® PT Owren Automated

TECHNOCLOT® PT Owren Capillary Calibration Set

TECHNOCLOT® PT Owren Manual

InfFormations

Prothrombin time is the measurement of the
clotting time of citrate plasma by adding an excess
of calcium tissue thromboplastin.
The test explores the “extrinsic” pathway of
coagulation (fFactor VII, X,V,II) as well as the
conversion of fibrinogen to fibrin.

Cryopep

Cryogenics at the service of haemostasis

&

CONTROLS

IVD

Reference
4-5005102

Format
2x1.0mL

Presentation
Kit

TECHNOCLOT® PT Owren Capillary Control Set is used for precision and precise control of
capillary blood INR tests.

Consists of a normal freeze-dried plasma and an anticoagulated plasma used to determine the
accuracy and accuracy of INR tests.

Components Advantages

- Simple to use - CaCL2 included in the set.
- Excellent stability once restored.

-1 vial x 1 mL Capillary Control N
-1 vial x 1 mL Capillary Control AK
- 2 vials x 1 mL distilled water

-2 vials x 1 mL CaClz

4,40

420

g & 3

Ln RET/O5
&

280 AR 300 330 340 3ED
Ln TCPT Owren
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TECHNOCLOT® PT Owren Capillary Control Set

Prothrombine Time

Characteristics

- A set of normal and anticoagulated freeze-dried
plasmas designed to control capillary blood INR
tests.

- Normal plasma is prepared from selected citrated
plasma from healthy donors so that coagulation
activity is normally distributed.

Abnormal plasma is prepared from donor plasma
stabilized on long-term warfarin treatment with
the same coagulation levels Factors Il, VIl and X
plus PIVKA proteins present in the patient’s
plasma.

- TECHNOCLOT® PT Owren Capillary Control Set is
used as a supplement to the TECHNOCLOT® PT
Owren Manual reagent.
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SCREENING TESTS CHRONOMETRIC DOSAGE SETS

PT APTT FIBRINOGEN TT DAPTTIN® TC

Chronometric assay

8°C s s agEe A , <
IV D 2°C /}[ "r?i-.e‘é:c.' 15'115“5 & 5537:’ N :*: E_igg:cs %‘ﬁ
techaocions

1__7 . R —
Reference Presentation Format % % 776‘)_( C

Associated products

4-5035060 Vial 5x2.0mL um e i = .
v i = e
o 4-5035090 Vial 6x10.0 mL D o - = :
TC MSa. i . e ™
4-5035100 Vial 20 x 10.0 mL e b

TCA reagent to detect deficiencies of coagulation Factors Il, V, VIII, IX, X, XI and XII, lupus
anticoagulants and to monitor patients during treatment with heparin.
AK-Calibrant

Dapttin® TC reagent (2-activator cephalin) is a reactive for activated partial thromboplastin
time (TCA) standardized in hemostasis, composed of 2 surface activators : kaolin and sulfatide,
R—— and a mixture of highly purified phospholipids.
_ ::icic.'l;]ohggi'rggrtsest is distinguished by an optimized behavior with regard to all coagulation factors
. inhibitors.

e

Coagulation Control A Components Characteristics

= - 5vials x 2 mL or 6 or 20 vials of 10 mL lyophilized Linearity :

= reagent FVIIl: 0.8 - 100%
FIX:0.8-100%
FXI:1.6-200%
FXIl: 6.25-200%

Coagulation Control AK Detection limit:

. Réactif Heparin :
Coagulation Control N UFH 11U / mL
Coagulation Reference Sensibilité aux Facteurs Heparin <11U / mL

Sensibilité aux LMW < 31U / mL

HRRS Solution CaCl2 0.025M neutralizing UFH
Solution CaClz2 25 mM

TECHNOCLOT® Control A

TECHNOCLOT® Control N

Triglyceride : none up to 500 mg / dL
Bilirubin : none up to 0.4 mg /dL

Sensibilité aux
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SCREENING TESTS

PT APTT FIBRINOGEN TT

Associated products

4-5035105 Vial 2x4.0mL sl
T 4-5035107 Vial 10 x 4.0 mL
el m 4-5035109 Vial 10x 10.0 mL uim

CHRONOMETRIC DOSAGE SETS

Siron LS (aPTT liquid)

o CENIVD] wcf™ i 2

Reagent for activated partial thromboplastin time, liquid TCA, ready to use, to detect
deficiencies in coagulation Factors I, V, VIII, IX, X, XI and XII, lupus anticoagulants and to

Reference Presentation Format

Chronometric assay

Y aPTTliquid

[#] 6545BA0

Hi@ SIRONLS

AK-Calibrant monitor patients on treatment with unfractionated heparins. It is insensitive to FVII and
FXIIl.
Te ;m,;mm”: Components Advantages Characteristics

Coagulation Control A

- Siron LS reagent is a TCA reagent standardized in
hemostasis, composed of ellagic acid as a surface
activator and a mixture of highly purified

-2 or 10 vials x 4 mL or 10 vials of 10 mL liquid
reagent

Coagulation Control AK

phospholipids stable in aqueous solution.

- This routine test is distinguished by an optimized
behavior with regard to all coagulation factors and
inhibitors.

Réactif

Coagulation Control N

Sensibilité aux facteurs

Sensibilité aux LA.

Coagulation Reference

Sensibilité aux héparines

HRRS Solution CaCl2 0.025M neutralizing UFH

Solution CaClz2 25 mM

Siron LS is to be used :

- as a screening assay for the intrinsic pathway of
coagulation

- in the diagnosis and treatment of hemophilia A
and B

- for the specific determination of FVIII, FIX, FX,
EXI, EXII

- as a control for heparin therapy for LA detection

It is not very sensitive to FVII and FXIIl.

TECHNOCLOT® Control A

TECHNOCLOT® Control N

Tél.: +33(0)4 67 10 71 20 - Fax: +33(0)4 67 10 71 21 - CRYOPEP, 83 rue Yves Montand, 34 080 Montpellier, FRANCE - www.cryopep.com
Thrombosis Haemostasis Catalogue 2024 - Edition of 2024-04-08 12:04:21

Cryopep ¢

Cryogenics at the service of haemostasis


https://www.cryopep.com/hemostasis-coagulation/catalogue/siron-ls-aptt-liquid
https://www.cryopep.com/hemostasis-coagulation/catalogue/ak-calibrant
https://www.cryopep.com/hemostasis-coagulation/catalogue/ak-calibrant
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-a
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-a
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-ak
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-ak
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-control-n
https://www.cryopep.com/hemostasis-coagulation/catalogue/coagulation-reference
https://www.cryopep.com/hemostasis-coagulation/catalogue/hrrs-solution-cacl2-0025m-neutralizing-ufh
https://www.cryopep.com/hemostasis-coagulation/catalogue/solution-cacl-25-mm
https://www.cryopep.com/hemostasis-coagulation/catalogue/technoclot-control-a
https://www.cryopep.com/hemostasis-coagulation/catalogue/technoclot-control-n
https://www.cryopep.com/hemostasis-coagulation/catalogue/siron-ls-aptt-liquid
https://www.cryopep.com/hemostasis-coagulation/catalogue/siron-ls-aptt-liquid
https://www.cryopep.com/hemostasis-coagulation/catalogue/siron-ls-aptt-liquid
https://www.cryopep.com/hemostasis-coagulation/catalogue/siron-ls-aptt-liquid
https://www.cryopep.com/

SCREENING TESTS CHRONOMETRIC DOSAGE SETS

PT APTT FIBRINOGEN TT Siron LIS (aPTT liquid)

Chronometric assay

W CE[IVD] s f¥c 5 -gi 2 (G

Associated products Reference Presentation Format TC I S“'ON LIS :
4-5035118 Vial 2x4.0mL i e D
o = 4-5035119 Vial 10 x 4.0 mL
AK-Calibrant .
FE Mot m 4-5035121 Vial 10 x 10.0 mL | wl i e
= & Siron LIS (LIS = Lupus InSensitive) is a liquid reagent for the assay of activated cephalin
time (TCA) with low sensitivity to lupus anticoagulants.
AK-Calibrant
Components Advantages Characteristics
%c .w “;; -2 or 10 vials x 4 mL or 10 vials of 10 mL liquid - Siron LIS is distinguished by its very long stability Siron LIS is a liquid preparation of an aqueous and
f:w—”: reagent after reconstitution. stable suspension of phospholipids. The activation
’"——. - The correlation R? = 0.9577 was obtained by of FXIl is carried out from ellagic acid contained in
comparing it with Actin® FS. this routine test in hemostasis.

Coagulation Control A

Siron LIS (lupus insensitive) is to be used :

- as a screening test for the intrinsic coagulation
system,

- for specific determinations of FVIII, FIX, FXl and
FXII,

- in combination with the corresponding, deficient
plasma, as a control of heparin treatments.

Réactif

Sensibilité aux facteurs

Coagulation Control AK

Sensibilité aux L.A.

Coagulation Control N Sensibilité aux héparines

Coagulation Reference

HRRS Solution CaCl2 0.025M neutralizing UFH

Solution CaClz2 25 mM

TECHNOCLOT® Control A

TECHNOCLOT® Control N
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SCREENING TESTS
PT APTT FIBRINOGEN TT

Associated products

Coagulation Control A

Coagulation Control N

InfFormations

Thrombin time measurement is the time it takes
for a fibrin clot to form after reagent addition,
results are reported in seconds. If the clotting time
of a sample is prolonged beyond the reference
range, the level or activity of fibrinogen is low or
thrombin inhibitors may be present.

Thrombin time is used :

- to qualitatively detect fibrinogen abnormalities.

- to assess the effectiveness of Ffibrinolytic
treatment.
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CONTROLS

Thrombin Reagent
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Reference Presentation Format
4-5100005 Kit 6 x 6.0 mL

Plasma for the determination of thrombin time (TT).

Standardized reagent for the determination of thrombin time.

Components Advantages

- 6 vials x 6 mL of lyophilized plasma - Adaptable to analyzer
- Allows a large number of tests to be carried out
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Characteristics

This reagent is standardized for the time of
thrombin produced from bovine thrombin for the
normal and therapeutic ranges (heparin and
fibrinolytic).
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SCREENING TESTS
PT APTT FIBRINOGEN TT

CHRONOMETRIC DOSAGE SETS Chronometric assay

Fibrinogen Reagent Kit

IVD| - [* 58 &) o

Associated products Reference Presentation Number of tests _\-:Lc'_?’w
, 4-5138005 Kit 45 s neagert 22— Sl
Coagulation Control A s Fibﬂ'“age" —
Coagulation Control N Fibrinogen assay based on the (modified) Clauss method. G i~ “‘—
ion Ref . . . . . . . . b, i
Coagulation Reference For this routine hemostasis test, the clotting time of the diluted citrated plasma is determined 5 o

TECHNOCLOT® Control A
TECHNOCLOT® Control N

in the presence of excess thrombin (= 80 IU / mL) and a reaction accelerator.

Components Characteristics

InfFormations

A linear relationship exists between the logarithm

Fibrinogen (Factor 1) is a plasma soluble -5 Vialsx2mL lyophilized reagent Ation: € -
of the clotting time and the logarithm of the e T Ty

glycoprotein that is synthesized by the liver at a - 1Vialx 1 mL of Coagulation Reference

size of 340 kDa and circulating at a concentration
of 2.6 to 3 mg/mL.

Fibrinogen is a dimer bound by disulfide bridges
composed of 3 pairs of polypeptide chains not
identical. Under the action of thrombin, fibrinogen
is converted into fibrin. In combination with FXIII,
calcium ions, fibrin forms a stable network that
ensures coagulation.
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concentration of fibrinogen. The kit reference e - ot
4-5138005 is composed of 5 vials of 2 mL of e

. . . e e
reagent and a vial for calibration.
- Linearity from 0.6 to7g/L — P—
- Stable 5 days in analyzers e — o p—

- No interference for:

Heparin: UFH: <2 IU/ mL-> CBrN
Fibrinogen fragment < 500mg / dL

D ) T el -~ —
Bilirubin:<0.4 mg /dL
o PEETN — —
- — — -.]"
e —
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SCREENING TESTS
PT APTT FIBRINOGEN TT

CHRONOMETRIC DOSAGE SETS Chronometric assay

Fibrinogen Reagent

IVD| »cf*¢ i B: G0 % &

Associated products Reference Presentation Format Number of tests < = ’
= ‘ > cx5m!
4-5138080 Kit 5x5.0 mL 250 cogent > Gl
Coagulation Control A . ~ o rinoge” R
. 4-5138085 Kit 5x2.0mL 100 ' TE FP i
Coagulation Control N o P v [
. ‘b"\\ ; e e LS T
Coagulation Reference Fibrinogen assay based on the (modified) Clauss method. P
TECHNOCLOT® Control A
TECHNOCLOT® Control N
Informations Components Characteristics
Fibrinogen (Factor 1) is a plasma soluble -2 vials x 2 mL or 5 mL of lyophilized reagent - Linearity from 0.6 to7g/L
glycoprotein that is synthesized by the liver at a - Stable 5 days in analyzers
size of 340 kDa and circulating at a concentration .
of 2.6 to 3 mg/mL. - No interference for :
Fibrinogen is a dimer bound by disulfide bridges H.ep.arln:UFH:CBrN ] )
composed of 3 pairs of polypeptide chains not Fl.b.rlno.gen fragment Triglyceride : < 500mg / dL
identical. Under the action of thrombin, fibrinogen Bilirubin: < 0.4mg / dL

is converted into fibrin. In combination with FXIII,
calcium ions, fibrin forms a stable network that
ensures coagulation.
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SCREENING TESTS
PT APTT FIBRINOGEN TT

Associated products

Fibrinogen Reagent

Fibrinogen Reagent Kit

InfFormations

The reptilase time is an easy and automatable
chronometric test describing the transformation of
fibrinogen into Ffibrin (fibrinoformation), measured
by the clotting time of a citrated blood plasma
during the addition of venom (atrox Bothrops).
Reptilase converts fibrinogen into fibrin.

However, unlike thrombin, reptilase is insensitive
to heparin.
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CHRONOMETRIC DOSAGE SETS

Pefakit® Reptilase® Time
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Reference Presentation Format
8-800191 Kit 3x1.0mL

Pefakit® Reptilase® Time is used for the investigation of the last phase of blood
coagulation.

Due to its heparin insensitivity, Pefakit® Reptilase® Time can detect fibrinogen
polymerization disorders even in the presence of heparin.

Components Advantages

- 3 vials x 1 mL Reptilase Time Reagent Inserts and certificates of analysis provided.
Safety data sheets (SDS) provided. CE marking.
Adaptable, the reagent is designed for use on
most hemostasis analyzers.
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Characteristics

The Reptilase® Time reagent contains 20 BU
(batroxobin units) and stabilizers.
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