


Demeditec Diugnhostics GmbH is
privately owned compuny locu-
ted in northern Germany. Since
the founduation in 1987 Demeditec
has rapidly grown to become u
successful und reliable manufac-
turer and supplier of in-vitro diuy-
nostic test kits. We are, therefore,
proud to present un extensive
froduct punel of hon-radiouctive
(ELISA, PCR) und radiouctive (RIA)
test systems.

Our top-selling products fedture
Human and Veterinary Diagno-
stics, Endocrinology - especidlly
Sdlivary  Diagnostics-,  Infectious
Diseuses, Autoimmunity, Biogenic
Amines aund Tumor Markers.

Our customers ure locuted world-
wide and include private laboru-
tories, hospitdls, universities as well
as other research institutions and
pharmaceutical companies.
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To ensure the qudlity of our pro-
ducts, services und support, De-
meditec huas been certified ac-
cording to EN ISO 9001 und EN ISO
13485 since 2003 und uccording to
the GMP standard since 2011. The-
se certificutions, dlony with guuli-
fied und creutive personnel, enub-
le the development of innovutive
test kits in our R&D department.

We welcome you to be u purt of
our hetwork und hope to convin-
ce you of the qudlity of our pro-
ducts und support.

Dr. Arndt Stuber
Geherul Munhuyer
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! Intfroduction
Deur purther,

recoghnition of sulivary diughostics
has highly increused in the last few
yedrs. Hence we dlso put our main
focus und efforts on this field.

With this product brochure we’'d

like to introduce our top-selling
salivary assays to youl!

3

bioNova cientifica, s.I. * Tel.: 915 515 403 « Fax: 914 334 545 « e-mail: info@bionova.es * www.bionova.es



/ I(-)enerc:il Information

" Applications

; -
4 Fertility, Infertility & IVF

ing
sctee‘“.
ion *
prevent Anxiety & Stress
Psych’ I x
o] Ogy EnVir T
onmenfq, Heanh

" =
Veterinary Diagnostics

: 2 Obesity *
tive Nutrition
eprodu®
‘;e‘\)‘e\ pme”

2
Hormone Balance

3
Immunology

0 x
Pediatrics | menopause

>

‘Anti-Agin R

Anti-Aging Diabetes

X
Sports Medicine X

Wellness &
Optimizing Health

bioNova cientifica, s.I. » Tel.: 915 515 403 « Fax: 914 334 545 « e-mail: info@bionova.es * www.bionova.es

Infroduction: The exact meusure-
ment of hormonhe concentrations
is important for the correct estima-
tion of the hormone bulunce and
endocrine function. This medusure-
ment traditiondlly is performed in
blood/serum/plasma sumples. Se-
verdl hormohes dlso cun be undly-
sed in suliva, This technique offers
severdl udvantages. The sumpling
is hon-invasive und cun be done
anytime, anywhere. Especidlly in
the cuse of steroid hormones such
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as Cortisol, Testosterone, Proyes-
terone, Estradiol und DHEA, reliu-
ble suliva testing offers significant
udditionul udvauntuyes. The diu-
ghostic relevance is much higher
than compured to serum/plusma
anulytics.

The hormone uctivity: Steroid hor-
mohes dre dlmost completely
bound to their specific binding yglo-
bulins. This bound fraction is biolo-
yicully inuctive und is considered
to be just u kind of hormone reser-
voir. Only less thun 5 % of the totadl
hormones dre free and represent
the uctive fraction. This free frac-
tioh is therefore considered to be
responsible for the hormone ucti-
on. In serum or plusma the steroid
measurement will result Mainly in
g humber representing the con-
centration of the totdl inactive
hormone. This total concentration
at best gives only an approximate
indicution of the udvantage to just
measure the free fraction of the
hormones. This is exactly what we
cun uchieve by testing sudlivary
sumples.



v General Information

——————

free
| Progesterone =
[‘T‘%‘g inSaliva ELISA 77|
= ——

DHEA free
in Saliva ELISA -

Episodic hormone secretion: Due
to the episodic secretion puttern
of steroid hormones uny result bu-
sed oh u single sumple is comple-
tely arbitrary. We only cun expect
reproducible and reliable results
in cuses of Multiple sumpling. The-
refore we dlways recommend tu-
king 5 samples within at leust a 2
hour period. This is valid for serum/
plasma as well as for saliva, In con-
trast to blood, this sumpling strate-
gy eusily cun be done in cuses of
sdlivary testing. Pleuse note thut

n—gg; Testostorone froe 2
in Saliva ELISA - —

there shouldn’t be dny food in-
take severdl hours prior to suliva
sumpling. Optimally saliva should
be collected while morning-fus-
ting. Intake of water will not affect
test results. Other liguids are not re-
commended.

Sumpling device: As sdliva conh-
tains only tiny amounts of protein
non-polar undlytes such us ste-
roids tend to dbsorb to various
plastic surfaces. Glass would tend
to be the best mauterial for saliva
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J I(-)eneral Information

sumpling und for the most part Po-
lyethylenhe, dlthough it is still in use
in muny luborutories worldwide,
should be uvoided. However the-
re is un inexpensive polypropylene
device uvdiluble from Demeditec
Diugnostics or other suppliers. It
does not show any interference
in suliva even in Proyesterone
testing, which is the most critical
steroid.

Blood in suliva: Traces of blood
might interfere with the results of
sdliva testing. It is therefore im-
portant that the sdlivary sumples
should hot show any red colour. In
cuses of visible blood fraces in su-
liva the sumple should be discar-
ded. After rinsing the device se-
verdl times with tap water a hew
sdliva sample can be tuken but
only uffer wuaiting for upproxima-
tely 15 minutes.

Serum testing: Testing of steroids
in serum or plasma in generdl
is yuestionuble. The result repre-
sents muinly the inactive hormone
fraction und is arbitrary in cuses
of U single sumple. In u relutively
short time, usudlly less than half
an hour, the concentration of
the hormone in serum cun edusily
chunyge by the factor 2 or 3. Due
to the limited specificity of current
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(fully automauted) routine methods
serumtestingisunreliubleinlowcon-
centration ranyges. This hus been
published in scientific literature. In
obvious contrast to this suliva test-
ing is the most reliuble dlternutive
in any concentration range of
anulytes such us Cortisol, Testos-

terone, Proygesterone, Estradiol,
Estriol, Estrone, DHEA, a-Amyluse,
slgA und 8OHJG.

Summary: Sdliva testing for steroid
hormones is the most reliuble and
conhvehient method for meusuring
the hormone activity in endocrine
disorders und in checking the hor-
monul balance. Routine test kits in
ELISA technology how ure avuil-
uble for un increusing humber of
steroids.

Primury advuntuyes of sulivary

diuygnostics:

m high diagnostic relevance
(Mmetabolic free fraction)

m puinless, non-invusive sumpling
unytime/unywhere

m eusy multiple sumpling con-
sideriny the episodic putterns

m stable materidl
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' ICoriisol free in saliva ELISA
Cut.-No.: DES6611

The DEMEDITEC Cortisol free in suliva e
ELISA is un immunoussay for the =
meusurement of free Cortisol in = :
saliva,
i Technology : ELISA
Kit size 1 96 wells
Sample material : saliva
Sample preparation : freeze, thaw, centrifuge
Sample volume 150 ul
Standard range :0.1-30 ng/ml
Incubation 21 h (RT),
30 min (RT/dark)
Measuring system : TMB 450 nm
Sensitivity :0.024 ng/ml
Internal Controls 12
Applicutions:
m Adrenudl function (e.y. Hyper- und m Sleep Disorders
Hypocorticolism / Cushing's Syndrome) m Veterinary Diugnostics
m Stress Monhitoring m Occuputionul Medicine
m Sport Medicine m Pedidtrics
m Psycholoygy
5,0 1
*
4 o~
4,0 E
2
301 %
’o % R=0.99
' a
3 A correldation wus performed with
104 @ 13 suliva sumples compuring the
Demeditec Cortisol free in saliva
0,0 : : : : . ELISA (DES6611) to LC/MS-MS.
0,0 05 1,0 15 2,0 25

LC/MS-MS (ng/ml)
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ITesiosierone free in saliva ELI
Cut.-No.: DES6622

The DEMEDITEC Testosterone free e

in suliva ELISA is un immunoussuy = TEey
for the meusurement of free Tes-
tosterone in suliva,

i Technology : ELISA
Kit size 196 wells
Sample material : saliva
Sample preparation : freeze, thaw, centrifuge . ..
Sample volume 2100 pl a 3 = .
Standard range :10- 1,000 pg/ml o
Incubation : 1 h (RT/shaker), =
30 min (RT/dark)
Measuring system : TMB 450 nm
Sensitivity 12.2 pg/mil
Internal Controls 12
Applicutions:
m Endocrine disorders m Psycholoygy
(e.d. hypogonudism, hirsutism) m Veterinary Diugnostics
m |nfertility m Reseurch
m Sport Medicine
160
140
=
120 %,
1004 &
&
80 § R=0.96
60 @
40- § A correlation wus performed with
o 13 suliva sumples comparing the
20 Demeditec Testosterone free in
0 . . . ] saliva ELISA (DES6622) to LC/MS-MS.
0 50 100 150 200

LC/MS-MS (pg/ml)
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. ‘ Progesterone free in saliva ELISA
Cut.-No.: DES6633

The DEMEDITEC Proyesterone free Vo
in saliva ELISA is an immunodussay
for the meusurement of free Pro-
ygesterone in suliva,

i Technology : ELISA
Kit size 196 wells
Sample material : saliva
Sample preparation : freeze, thaw, centrifuge
Sample volume 2100 pl
Standard range : 10 - 5,000 pg/ml
Incubation : 1 h (RT/shaker),
30 min (RT/dark)
Measuring system : TMB 450 nm
Sensitivity :5 pg/ml
Internal Controls 12
Applicutions:
m Endocrine disorders (Corpus-
luteum insufficiency, menstrual disorder)
m Determination of pregnuncy
m Veterinary Diugnostics
7000 -
L 2
6000 1 _
5000 - E
o
g
4000 2
3 R=0.99
3000 1 @
[=]
2000 - 3_‘, A correlation was performed with
Frr 13 suliva sumples compuring the
1000 1 Demeditec Proyesterone free in
0 - . . . ] saliva ELISA (DES6633) to LC/MS-MS.

0 1000 2000 3000 4000 5000
LC/MS-MS (pg/ml)
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I
"Estriol free in saliva ELISA \
Cut.-No.: DES6644
|

The DEMEDITEC Estriol free in suliva i e
ELISA is an immunoussay for the e 7
meusurement of free Estriol in saliva, ;

_ Estrigy e —

1 Technology : ELISA I Saliva g 15,
Kit size 1 96 wells <>V<)Q,
Sample material : saliva
Sample preparation : freeze, thaw, centrifuge
Sample volume 50 pl
Standard range 12.5-4,000 pg/ml u ;
Incubation : 1 h (RT/shaker), =t """
30 min (RT/dark) V
Measuring system : TMB 450 nm
Sensitivity : 1.4 pg/ml
Internal Controls 12
Applicutions:
m Monitoring of preghuncy
m Monitoring of fetul development
m Balance of hormones
m Veterinary Diugnostics
2,5 1
2,0
1,5 E
o
3
1,0 3
0,5 Example of typical cdlibrator curve
using d 4 PL (4 Parameter Loyistics)
0 : : : : : curve fit,
0,1 1 10 100 1000 10000 100000

concentration (pg/ml)
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4 "DHEA free in saliva ELISA
Cut.-No.: DES6666

The DEMEDITEC DHEA free in suliva
ELISA is an immunoussay for the
meusurement of free DHEA in suliva,

i Technology : ELISA
Kit size 196 wells
Sample material : saliva
Sample preparation : freeze, thaw, centrifuge
Sample volume 2100 pl
Standard range 210 - 2,560 pg/ml u iy
Incubation : 1 h (RT/shaker), b | O e et
30 min (RT/dark) (=) s
Measuring system : TMB 450 nm
Sensitivity : 3.7 pg/ml
Internal Controls 12
Applicutions:
m Hormone Bualance m Psychology
m Effect on androgen and estrogen (auntagonist of cortisol)
m Congenitul adrendl hyperplusia m Sport medicine
m Anti-Aginyg m Suspicion of udrenal fumor
m Veterinary Diugnostics
900
.
800
—
700 4 £
9
600 2 .
500 4 9
b L 3 g R=0.88
400 1 @ . .
(=]
300 7 2 * A correlation wus performed with
200 1 @ 12 saliva sumples compuaring the
100 - Demeditec DHEA free in sulivu
0 : : : : : | ELISA (DES6666) to LC/MS-MS.
0 200 400 600 800 1000 1200

LC/MS-MS (pg/ml)
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1 .
Overview

Product

Specification
Determinutions
Sumple muterial
Sumple
frepuration
Sumple volume
Stundurd runge
Incubution
Medusuring system
Sensitivity
Control(s) included

Product

Specification

Cortisol free
in saliva ELISA
DES6611
96
sdliva
freeze, thaw,
centrifuge
50 ul
0.1-30 hg/ml
1 h 30 min
TMB 450 nm
0.024 ng/ml
yes

DHEA free
in saliva ELISA
DES6666

Testosterone free in

saliva ELISA
DES6622
96
sdliva
freeze, thaw,
centrifuge
100 pl
10 - 1,000 py/ml
1h 30 min
TMB 450 nm
2.2 py/mi
yes

Estradiol free
in saliva ELISA
DESLV4188

Progesterone free
in saliva ELISA
DES6633

96
sdliva
freeze, thaw,
centrifuge
100 pl
10 - 5,000 py/ml
1 h 30 min
TMB 450 nm
5 py/ml
yes

17-OH-Progesterone
free in saliva ELISA
DESLV3140

Estriol free
in saliva ELISA
DES6644
96
sdliva
freeze, thaw,
centrifuge
50 ul
2.5-4,000 py/ml
1h 30 min
TMB 450 nm
1.4 py/ml
yes

Androstendione
free in saliva ELISA
DESLV4780

Determinutions
Sumple muterial
Sumple
frepuration
Sumple volume
Stundard range
Incubution
Medusuring system
Sensitivity
Control(s) included

Specification

96
sdliva
freeze, thaw,
centrifuge
100 pl

10 - 2,560 py/mi

1h 30 min
TMB 450 hm
3.7 py/ml
yes

Estrone free
in saliva ELISA
DESLV5228

96
suliva
freeze, thaw,
centrifuge
100 i
1-100 py/ml
3h
TMB 450 hm
0.6 py/mi
yes

Alpha-Amylase
Saliva ELISA
DEEQ6231

96
sdliva
freeze, thaw,
centrifuge
25 ul
10 - 1,000 py/ml
1h 15 min
TMB 450 nm
2.5 py/mi
yes

New 8-OHdG Check
ELISA
DEKOG200SE

96
sdliva
freeze, thaw,
centrifuge
50 pl
20 - 1,000 py/ml
1h15min
TMB 450 hm
5 py/mi
yes

Secretory IgA
ELISA
DEXK276

Determinutions

Sumple muteriul

Sumple
frepuration
Sumple volume
Stundurd runge
Incubution
Meusuring system
Sensitivity
Control(s) included
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96

suliva

freeze, thaw,
centrifuge

100 pl
3 - 333 py/mi
1h 15 min
TMB 450 nm
0.12 py/ml
yes

96

sdliva

predilution

20 i
10 -500 U/ml
1h 15 min
TMB 450 nm
3.6 U/ml
yes

96

sdliva, urine, serum,
plusmuy, tissue

pretreatment

50 ul
0.5 - 200 ng/ml
2h 15 min
TMB 450 nm
0.5 ng/mi
no
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96

sdliva, serum,
plusmu, BALF, urine,
nusul wash, vaginal
secret, breust milk

predilution

10 pl (salivar)
2 - 400 py/ml
2h 10 min
TMB 450 nm
0.6 py/mi
yes
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