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CDT (Carbohydrate-Deficient Transferrin) in Serum
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Native sample, normal range
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Retention Time (min)

Disialotransferrin: 6.22 min, Trisialotransferrin: 6.85 min,
Tetrasialotransferrin: 7.73 min, Pentasialotransferrin: 8.75 min,
Hexasialotransferrin: 9.65 min

Native sample, pathological range
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Retention Time (min)

Asialotransferrin: 4.25 min, Disialotransferrin: 5.98 min,
Trisialotransferrin: 6.71 min, Tetrasialotransferrin: 7.69 min,

Pentasialotransferrin: 8.66 min, Hexasialotransferrin: 9.57 min

CDT in Serum

<y
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Test Data
Lower detection limit:

Lower determination limit:

Intraassay precision:
Interassay precision:

0.1 %"
0.3 %~
4.2 %
4.3 %

*depends on the amount on total transferrin

HPLC Parameters
Pump:

Injection volume:
Injection interval:
UV/VIS-Detector:
HPLC-Thermostat:

Sample Preparation

ternary gradient pump,
flow rates: 1.2, 2.0 ml/min
400 - 500 pl

20 min

460 nm

40 °C

Stabilisation/Precipitation:

150 ul serum

Stabilising Reagent S j Precipitants P1+P2

30 pl 10 pl mixture of

1. incubate (30 min, 4 °C) & 2. centrifuge

Dilution:

100 pl
5upernatant

1.0 mi Diluting
Solution D

HPLC Analysis:

4

Inject 400 - 500 pl

LBINEDT/FNE
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CDT (Carbohydrate-Deficient Transferrin) in Serum - On-line Analysis

EXE , 294
Alcoholism, Drug Abuse
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Native sample, normal range
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Retention Time (min)

Disialotransferrin: 4.50 min, Trisialotransferrin: 5.17 min,
Tetrasialotransferrin: 6.17 min, Pentasialotransferrin: 7.13 min,
Hexasialotransferrin: 7.86 min

Native sample, pathological range
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Retention Time (min)

Asialotransferrin: 3.02 min, Disialotransferrin: 4.52 min,
Trisialotransferrin: 5.19 min, Tetrasialotransferrin: 6.21 min,
Pentasialotransferrin: 7.15 min, Hexasialotransferrin: 7.84 min

MR

HPLC4HT

CDT in Serum - On-line Analysis

Test Data

Lower detection limit: 0.1 %*
Lower determination limit: 0.3 %"
Intraassay precision: 4.5 %

Interassay precision: 3.9%

*depends on the amount on total transferrin

HPLC Parameters

Pump 1: binary gradient pump,
flow rate: 1.4 ml/min
Pump 2: isocratic pump,
flow rate: 0.4 ml/min
Injection volume: 400 - 500 i
Injection interval: 9.5 min
UV/VIS-Detector: 460 nm
HPLC-Thermostat: 40 °C

Sample Pretreatment

Dilution:

Pipette 100 pl serum into a pretreatment vial
(contains 1 ml diluting solution)

1. incubate (30 min, 4 °C) & 2. centrifuge
HPLC Analysis:

Inject 400 - 500 !
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CDT (Carbohydrate-Deficient Transferrin) in Serum - Automated On-line Analysis
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CDT in Serum - Automated On-line Analysis
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Native sample, normal range

Test Data
40— Ige Lower detection limit: 0.1 %~
|||| ’ Lower determination limit: 0.3 %"
30— | || Intraassay precision: 2.8 %
N Interassay precision: 2.5 %

7 N *depending on the amount of total transferrin

and on detector sensitivity

Intensity (mV)

HPLC Parameters

e 1tz 3 4567 Pump 1: binary gradient pump,
Retention Time (min) .
flow rate: 1.4 ml/min
Disialotransferrin: 4.50 min, Trisialotransferrin: 5.17 min, Pump 2: isocratic pump,

Tetrasialotransferrin: 6.17 min, Pentasialotransferrin: 7.13 min,
Hexasialotransferrin: 7.86 min

flow rate: 0.4 ml/min

Native sample, pathological range Injection volume: 400 pl
Injection interval: 9.5 min
40 UV/VIS-Detector: 460 nm
| &
| HPLC-Thermostat: 40 °C
30 - [l
(|
S . || || Sample Pretreatment (Automated)
< N |
= I| |I n Dilution:
5 I A
Y I IR WANE:
b UV 5 and WNEL oy 2 500 yl Diluting Solution D 50 pl serum
Q
| 1. incubate (30 min, 4 °C) & 2. centrifuge
Retention Time (min) HPLC Analysis:

Asialotransferrin: 3.02 min, Disialotransferrin: 4.52 min, Inject 400 ul

HPLC4HT

Trisialotransferrin: 5.19 min, Tetrasialotransferrin: 6.21 min,
Pentasialotransferrin: 7.15 min, Hexasialotransferrin: 7.84 min
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Basic Drugs in Urine - On-Line Analysis with TOX.l.S.™
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Basic Drugs in Urine - On-Line Analysis with TOX.l.S.™
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Ordering Information

Basic Drugs in Urine - On-Line Analysis with TOX.1.S.™

Chromatogram of the ClinTest® Test Solution
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Retention Time (min)

MDA: 21.33 min, Amphetamine: 21.82 min,
6-Acetylmorphine: 23.64 min, Methadone: 24.87 min,
Morphine: 2627 min, Tilidine: 27.88 min,

Codeine: 31.81 min, EDDP: 35.45 min, 1S: 40.09 min

Order No. Description Quantity
60000 ClinRep® Reagent Kit for the TOX.1.5.™ System from Shimadzu for 100 assays 1 pce.
Kit Components (order no. 60000):
60007 Mobile Phase A 2500 ml
60008 Mobile Phase B 5000 ml
60009 SPE-Bufter 2500 ml
60012 IS Intemal Standard 50 ml
60014 Test Solution 2 x 60014 (2 x 15 ml)
60021 SPE-Washing Solution 2 x 60021 (2 x 2500 ml)
Additional Components:
60006 Mobile Phase AB 2500 ml
Start Accessories:
60030 Analytical Column with test chromatogram 1 pce.
60031 SPE-Column Holder incl. 1 SPE-Column 1 pce.
60032 SPE-Column 1 pce.
60033 Guard Column Holder incl. 1 Guard Column 1 pce.
60034 Guard Columns

10 pcs.
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Pharmaceuticals in Plasma or Urine- On-Line Analysis with TOX.l.S.™
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Pharmaceuticals in Plasma Pharmaceuticals in Urine

Chromatogram of the ClinTest® Test Solufion Chromatogram of the ClinTest® Test Solution
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Retention Time (min) Retantion Time (min)
Doxylamine: 12.0 min, Desmethylclozapine: 17.5 min, Doxylamine: 12.0 min, Desmethylclozapine: 17.5 min,
Doxepine: 23.7 min, Carbamazepine: 27.1 min, Doxepine: 23.7 min, Carbamazepine: 27.1 min,
Oxazepam: 28.9 min, Temazepam: 33.7, IS: 38.6 min Oxazepam: 28.9 min, Temazepam: 33.7, IS: 38.6 min

EBNED/FNE
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Catecholamines in Plasma
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Test Data

Linearity:

Recovery:

Lower detection limit:
Lower determination

Intragssay precision:

Interassay precision:

HPLC Parameters
Fump:

Injection volume:
Injection interval:

EC-Detector:

Temperature:

10 - 2500 ngf
70-90%
5 ngi

limit: 10 ng/
6.7 % (ME),
7.6 % (E),
6.1 % (D)
5.3 % (NE),
4.2 % (E),
3.8 % (D)

isocratic pump,

flow rate: 1.0 ml/min
40 pl

15 min

potential: 500 mVy,
sensitivity: 10 nA
25 *C (or ambignt)

Catecholamines in Plasma

ClinChek® Plasma Control, Level |
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Retention Time (min)

Morepinephrine: 4.28 min, Epinephrine: 5.08 min,
15: 7.55 min, Dopamine: 12.05 min

ClinChek® Plasma Control, Level Il

Sample Preparation
Extraction:

Apply 1 mi plaama and 50 i Intemal Standard 15
to & sample preparation column

wasgh (3 x 1 ml Washing
Elution: Solbution W)

Elute with 120 i Eluting Reagent E

HELC Analysis:

J, coliect the ehuate

Inject 40 pi

0 1K
- @
40 — ~
o l
S ‘ h
i LY | d
g 7 L“<'|I| I A
= u—J "J”ULH-'L_JJ |L_ R . I
o I I I R [
1] 2 4 8 10 12 14
Retention Time (min)

Morepinephrine: 4.28 min, Epinephrine: 5.07 min,
|15: 7.56 min, Dopamine: 12.02 min

EBNED/FNE
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Catecholamines in Urine
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ClinChek® Urine Control, Level |
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Retention Time (min)

Morepinephrine: 4.89 min, Epinephrine: 5.89 min,
15: 8.33 min, Dopamine: 12.92 min

ClinChek® Urine Control, Level Il
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Retention Time (min)

Morepinephrine: 4.89 min, Epinephrine: 5.89 min,
15: 8.33 min, Dopamine: 12.93 min

—I—? ECI PE® Catecholamines in Urine

A AR/
i %pH

Test Data
Linearity: 2- 1000 pagi
Recovery: 70 - 85 %
Lower det. / determ. limit 1 pg/l/ 2 pgl
Frecision
Intraassay: 0.8 % (NE), 1.4 % (E), 1.7 % (D)
Interassay: 2.0 % (NE), 2.3 % (E), 31 % (D)

HPLC Parameters

Isocratic Pump: flow rate: 1.0 ml/min

Injection vol. /int.: 20 pl /15 min
EC-Detector: pot: 500 mV, sen.: 10 nA
HPLC-Thermostat: 30 °C

Sample Preparation
Addition of IS / pH adjustment:

3 mi urine 5 ml Stab. Reagent 5 30 i Intemal
(contains colour indic.) Standand IS
adjust with 1 M NaOH, until the
* indicator switches to yellow
T PH=28 pHa35 pHudb PH=58 pHaEO pH=80
T e HaOM = .m0
-3 -
pH =20 H = 50
s ==
Extraction: *

Apply the whole sample on the
sample praparaticn column

¢ wash (HPLC water)

Elution:
Apply 6 ml Eluting Reagent E
HPLC Analysis: *
Inject 20 pd
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Linearity: 3- 1500 pal
Catecholamines in Urine — On-Line Analysis Recovery: 95 - 100 %
Lower detection limit: 1 pgll
ClinChek® Urine Control, Level | (+ 20 ¢l 1S/ml urine) Lower determination limit: 3 pg/l
Intraassay precision: 3.0 % (NE),
4.5 % (E),
300+
— 4 0.8 % (D)
00— s B Interassay precision: 3.6 % (NE),
T 150 — P # 6.4 % (E),
F . ||| n 2.4 % (D)
E e [ Il
_52_—1&‘—1""“ e e HPLC Parameters
a9 1!:| 1|1 1|2 1|:| 1|-1 1|5 1|a 1|? 1Iu 1I~3 z'!u Pump 1
(SPE buffer): isocratic pump,
Felention Teme jmin) flow rates: 0.5, 2.0 ml/min
Pump 2

Morepinephring: 9.12 min, Epinephrine: 10.52 min, . ) )
IS: 12.85 min, Dopamine: 16.11 min (mobile phase): isocratic pump,

flow rate: 1.2 ml/min
Switching valve: G-port/3-channel switching

ClinChek® Urine Controd, Level Il (+ 20 il 1S/ml uring) valve (order no. FK1102)
Injection volume: 50 wl
Injection interval: 20 min
A00—
sso] 4 Fluorescence
200 ? 2 detector: 275 nm (exc.), 330 nm (em.)
s 150 || 1 HPLC-Thermostat: 30 °C
P [ |
2 [ —
Poels || Sample Protreatment ST FBRERHI %
LI T L VANV I M & P Addition of IS:
S I N N N Y A
& B 10T 1215 W16 W6 7 1§ 1B 2 1][])\ Wtﬁi Add 20 yl Internal Standard 15/mil urine
FedemBan Tire {miiri] :
HPLC Analysis: J centifuge
Norepinephrineg: 9.11 min, Epinephrine: 10.51 min, )
IS: 1284 min, Dopamine: 16.10 min HPLCH AT injoct 50 A
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Metanephrines in Urine

EHIRG

Biogenic Amines

REES LiRE(Metanephrines)fIal R S _ERR
2 (metanephrine, M) , BRS LIRE

( normetanephrine, NM)#13- R & E&HZ(3-
methoxytyramine, MT)2) L&Epf%
(Catecholamines)RI#IRACEMT, ST L5ED
iz , BEEE LIREINNERARaESE AR
RS FARRFROME. SULLERY  IXEIGINE
FIETTLALE AP R HASCINSEIS = E I RIS,
—PFHIE EBETHINERER e e E
Rk ERIIFRZAIXpHER TRE. ~EH
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Ti#1T(pH>6),
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ClinChek® Urine Control, Level |
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Retention Time (min)

Normetanephrine: 5.26 min, Metanephring: 6.47 min,
1S: 9.43 min, 3-Methoxytyramine: 15.03 min

ClinChek® Urine Control, Level Il
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Retention Time (min)

Normetanephrine: 5.25 min, Metanephrine: 6.48 min,

(NEH/FIVE

I1S: 9.42 min, 3-Methoxytyramine: 15.03 min

K

V4B pH

I

Yot

BT

Test Data

Linearity: 8- 10000 ugll
Recovery: B0 Y%
Lower det. / determ. limit 5 pg/l /8 pgll
Precision
Intraassay: 1.7 % (NM), 3.0 % (M), 2.5 % (MT)
Interassay: 1.8 % (NM), 2.9 % (M), 1.9 % (MT)

HPLC Parameters

Isocratic Pump: flow rate: 1.0 ml/min

Injection vol. fint.: 20 pl /17 min
EC-Detector: pot: 650 mV, sen.: 50 nA
HPLC-Thermostat: 30 °C

Sample Preparation
Hydrolysis:

1 ml urine 20 gl Internal Standard 1S

1. adjust pH to 0.5 - 1.0 ¢ 2 incubate (30 min, 90 - 100 *C
pH adjustment:

Add 4 ml Diluting Solution D (contains colour indicator)

chack, if the sample
is yellow (pH > &)

if necassary, add
1M NaOH dropwise

pH=48 pH=E0 pH-ES

pH=ES pH=T0 =75

+ HaOH — e S

pH < 60
fioio acid ic

Extraction: ¢

Apply the whole sample on the
sample praparation column

wash (HPLC water and

Elution: ‘Washing Solution W)
Elute with 5 ml Eluting Reagent E
(receiver vial: 1 ml Stabilising Reagent 5)
HPLC Analysis: J collectthe eluate

Inject 20
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Serotonin in Plasma
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ClinChek® Plasma Control, Level |

Serotonin in Plasma
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Retention Time (min)
Serotonin: 5.56 min, IS: 7.13 min
ClinChek® Plasma Control, Level Il
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Retention Time (min)
Serotonin: 5.56 min, 1S: 7.13 min

BT

Test Data

Linearity: 1- 1000 ugA
Recovery: 80 - 90 %
Lower detection limit: 0.5 pg/l
Lower determination limit: 1 pg/l
Intraassay precision: 3 %
Interassay precision: 4 %

HPLC Parameters

Pump: isocratic pump,

flow rate: 1.0 ml/min
Injection volume: 20 pl
Injection interval: 10 min

EC-Detector: potential: 450 mV,
sensitivity: 20 nA
HPLC-Thermostat: 30 °C

Sample Preparation

Precipitation:

200 ul plasma 10yl Internal Standard 1S

1. add 200 i Precipitant P ,L 2, centrifuge
HPLC Analysis:

Injact 20
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Serotonin in Urine
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ClinChek® Urine Control, Level |

Serotonin in Urine

200 — . (
132 —
% m
£ 66 | <)
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22 | l T |
0 2 4 6 10
Retention Time (min)
Serotonin: 4.13 min, 1S: 5.31 min
ClinChek® Urine Control, Level Il
200— -
132 —
S ‘ ‘ o
£ I
= |
£ 66— | ‘ |
§ | '
E '. |
' | IR
0 —\V‘_ ] | I\“-—f\- .r'_—lj-—fl—lﬂ—___
22 | | I |
0 2 4 6 10

Retention Time (min)

Serotonin: 4.11 min, 1S: 5.31 min

Wk

I

Test Data

Linearity: 5-1000 pgA
Recovery: 70 - 85 %
Lower detection limit: 3 g

Lower determination limit: 5 pag/l
Intraassay precision: 3%
Interassay precision: 4 %

HPLC Parameters
Pump:

Injection volume:
Injection interval:

EC-Detector:

HPLC-Thermostat:

Sample Preparation

isocratic pump,

flow rate: 1.0 ml/min
20 pl

10 min

potential: 450 mV,
sensitivity: 50 nA
30 °C

Dilution:
2 il uri 4 ml Stabilizing 50 il Intemal
i urine Reagent S Standard IS
Extraction: ,l, adjust pH 1o 4.5 - 6.5
Apply the whole sample on the
sample praparation column
wash (HPLC water and
Elution: Washing Soluticn W)
Apply 5 mil Eluting Reagent E
HPLC Analysis: J collect the eluate

Inject 20
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Biogenic Amines
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VMA, HVA and 5-HIAA in Urine

EEmbkER(Vanillylmandelic acid, VMA)fI&&
BEfg(homovanillic acid, HVA)2) LAERE9
IHERZ. WERBRFEIVMAFTIHVARZE7K
S 240 ) LR = WAV SSiR iR B 4R
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—I—? ECI PE®VMA, HVA and 5-HIAA in Urine

ClinChek® Urine Control, Level |

Sﬂﬂ_
400_
am_
s |
E 200 — |
¥
w
2
2 100 5 3 g -
= ﬂ W Illll I":; |I|'|I
00— /'\Iill_'Jllln_'J_\\_I _')‘_\.I_, ‘\.I
i
| | | | | | |
0 2 4 6 10 12 14
Retention Time (min)

VMA: 3.67 min, 1S: 5.50 min, HVA: 7.99 min,
5-HIAA: 11.80 min

ClinChek® Urine Control, Level I

500 —
400— R

| 1
300 | |

200— ||

- 3.62

100 i E

o
0 __Ju ML M _'JI_I‘-.I_— _'J:\.I

il
[ [ [
0 2 4 6 8 10 i2 14

Intensity (mV)
—— 796

Retention Time (min)

VMA: 3.62 min, IS: 5.46 min, HVA: 7.96 min,
5-HIAA: 11.77 min

Test Data
Linearity: VMA: 0.6 - 100 mg/l
HWVA: 0.3 - 100 mg/l
5-HIAA: 0.2 - 50 mg/
Recovery: 75 - 90 %
Lower detection limit: VMA: 0.2 mg/l
HVA: 0.1 mg/l
5-HIAA: 0.1 mg/l
Lower determination limit:  VMA: 0.6 mg/l
HWVA: 0.3 mg/l
5-HIAA: 0.2 mg/l
Precision
Intraassay: 2.6 % (VMA), 2.5 % (HVA),
3.0 % (5-HIAA)
Interassay: 3.7 % (VMA), 3.8 % (HVA),
3.6 % (5-HIAA)
HPLC Parameters
Isocratic Pump: flow rate: 0.9 ml/min

Injection vol. /int.: 20 ul/ 15 min
EC-Detector: pot: 800 mV, sen.: 50 nA
HPLC-Thermostat: 30 °C

Sample Preparation
Addition of IS:

50 A urine 1 ml Intemal Standand 1S

Extraction: ¢

Apply the whole sample on the sample preparation column

1. wash with 1 ml Ammaonia ¢ 2 fill up with Bornic Acid B

Elution: Solution A

Apply 2 ml Eluting Reagent E

HPLC Analysis: Jy colect the eluate

Inject 20 1A
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Hemoglobin Variants and B-Thalassemia Screening in Whole Blood

AL

ARRRRMAEHS FEMEERIEESE
—RSREMERRITE | HFRA "MAEER .
RIED FRIEE , MAEBRID A "EaMm
qEATHA" 1 "thigEm” o izl
EHEENRR EEENMNTERTRANDSE
FIREMRME 7 —F T RHIEER. XXF HithiEa
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®
HECI PE Hemoglobin Variants and B-Thalassemia Screening in Whole Blood

ClinCal® Hemolysate Calibrator (HbF/AZ2)

Test Data
7 IE Intraassay precision: 1.0 - 3.3 % (HbF)
40| ‘ 06 - 3.6 % (HbA2)
20— Interassay precision: 2.1 - 2.8 % (HbF)
= | 0.7 - 2.4 (HbAZ)
% 20—
E 10— %T!l | ‘| ﬁ Dependence on total hemoglobin:
ol A WAV AL The HbF and HbA2 values are independent on the
T T 1 1 1 1 amount of total hemoglobin in a range from 6 - 24
01 2 3 45 6 7

g/dl total hemoglobin.

Retention Time (min)

HbA1c: 1.59 min, HbF: 2.03 min, HbAO: 3.74 min, HPLC Parameters
HbA2: 4.71 min Pump: binary gradient pump

ClinCheck® Hemolysate Control (HbF/A2/S), Level | Flow rate: 1.2 mi/min

Injection volume: 20 pl

50— T Injection interval: 8 min
ol o UV/VIS-Detector: 415 nm
HPLC-Thermostat: 23 °C
30— |
z
: 20— £ Sample Preparation
§ o 8 ‘| |l| |‘ Hemolysis:
- . [ "|I |
o—-|—" it MNL— — ‘ng 5 il venous blood 1 ml Hemolysis Reagent H
S
HPLC Analysis: ¢ incubate (10 min, ambient temg.)
Retention Time (min)
iy Injenct 20 g
HbA1c: 1.58 min, HbF: 2.01 min, HbAD: 3.72 min, éﬂﬁ ﬁﬁ

HbAZ2: 4.71, HbS: 5.52 min
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5-Aminolevulinic Acid/Porphobilinogen in Urine
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-I-?ECI PE® 5-ALA/PBG in Urine

LESNEDT/FIGE

Test Data

Linearity: 0.8 - 80 mg/l
Recovery: > 90 %
Lower detection limit: 0.6 mg/|
Lower determination limit: 0.8 mag/l
Intraassay precision: 5-ALA: 3.4 %
PBG: 5.2 %
Interassay precision: 5-ALA: 4.6 %
PBG: 6.4 %

Sample Preparation
Extraction:

Apply 0.5 ml urine to a condtioned
5-ALA/J PBG double column

J, wash (3 x 10 ml HPLG water)

Separate the double column

Colourless column: =* A: Sample Preparation for 5-ALA
Blue column: =* B: Sampgle Preparation for PEG

A: Sample Preparation for 5-ALA
Elution:

Elute with 7.0 ml Reagent A (receiver tube: 500 1l Reagent B)

Derivatisation: ¢ collect the eluate

1. Incubate at 100 °C (water bath, 10 min)
2. Add 7.0 ml Ehdich's Reagent
3. Incubate at room temperature (15 min)

Analysis: *

Photometric measurement

B: Sample Preparation for PBG

Elution:
Elute with 4.0 ml Reagent D
Derivatisation: ¢ collect the eluat
1. Add 4.0 ml Ehdich's Reagent
2. Incubate at reom temperature (15 min)
Analysis: ¢

Photometric measurement

I

Yol

CigeXt4

HEME

Tert

Tk

HEME
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Homocysteine in Plasma
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®
HECI PE Homocysteine in Plasma Test Data

Linearity: 1 =100 pmaolf!
) ) Recovery: 95 - 105 %
ClinChek® Plasma Control, Level | L detection limit: 05 Y
ower detection limi .5 pmo
Lower determination limit: 1 pmaol/|
4007 Intraassay precision: 3.9 %
Interassay precision: 58 %
am_
Z 200 N T HPLC Parameters
2 : | Pump: isocratic pump, flow rate:
2 100 || I 1.0 mi/min
|'| || || I ‘,: Injection volume: 20 pl
o JYULA ection ,
: : : | | Injection interval: 5 min
0 1 . 3 4 5 Fluorescence
Retention Time (min) detector: 385 nm (exc.), 515 nm {em.)

HPLC-Thermostat: 30 °C
Cysteine: 2.10 min, 1S: 2.47 min, Cysteinyiglycine: 2.85 min,

Homocysteine: 3.31 min

) ) Sample Preparation
ClinChek® Plasma Control, Level I

Reduction:
v 25 wl Intemal
400 — ﬁ}g&: 100 u plasma Standar 1S 25 ul Reagent &
300 - Precipltation: ¢'
@ @
= : o U N
% 200 — o ‘ ’| Yﬁ:‘ﬁ 150 i reduced sample 100 il Reagent B
3 e .
ig 100 “ || || ||| |||||I Derivatisation: ¢‘ centrituge
L
||I [ (| II A=
0ty l‘fl W 'f‘«f]‘éE’f/t 50 pl supematant | 100 il Reagent C | 50 ul Reagent D
| | | [ |
0 1 3 4 5
i incubate (&0 min, 60 *C)
Retention Time (min) HFPLC Analysis: ¢
i Injact 20
Cysteine: 2.11 min, 1S: 2.48 min, Cysteinylglycine: 2.85 min, é‘%f}j‘ﬁ‘ ke

Homocvsteine: 3.31 min
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Hydroxyproline in Urine
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—I—? ECI PE® Hydroxyproline in Urine

ClinChek® Urine Control, Level |
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Retention Time (min)
Hydroxyproling: 3.20 min, 1S: 5.10 min
ClinChek® Urine Control, Level |l
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Retention Time (min)

Hydroxyproline: 3.20 min, I1S: 5.10 min

IKAE

ATt

MRk

BT

Test Data

Linearity: 5-170 mg/
Recovery: 80 - 100 %
Lower detection limit 3 mgf
Lower determination limit: 5 mag/
Intraassay precision: 3.5 %
Interassay precision: 4.5 %

HPLC Parameters

Pump: binary gradient pump,
flow rates: 1.2, 1.4 mli/min

Injection volume: 20 pl

Injection interval: 8 min

UVNVIS-Detector: 471 nm
HPLC-Thermostat: &0 “C

Sample Preparation

Hydrolysis:
) 100 i Intemal
1 mil urine Standard 1S 1 ml HC
Derivatisation: ¢' ncubste {16 h, 85 °C)

1. 100 il samiphs 4 300 il Reagent A 4+ 800 4l Reagant B/ C
2. 500 il sampla + 200 ul Reagent D

3. 150 pl sample + 200 w1l Reagent E

Dilution: J incubate (10 min, 70 °C)

Complete sample 500 il Mobile Phase A

HPLC Analysis: ¢'

Inject 20 ul
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Porphyrins Differentiated in Urine
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®
—I—? ECI P E Porphyrins Differentiated in Urine

ClinChek® Urine Control, Level |

30 —
25 —

1268

20—

8.86

15—

11.38

10—

-

11 11
0 2 4 6 8 10 12 14 16 18 20

Intensity (mV)

_ o |
> 553 |8 h
S P

I

Retention Time (min)

Uroporphyrin |: 5.19 min, Heptacarboxyporphyrin 1: 6.31 min,
Hexacarboxyporphyrins (lac and lab Isomer): 7.54 min,

Internal Standard IS: 8.86 min, Pentacarboxyporphyrin I: 9.55 min,
Coproporphyrin 1: 11.39 min, Coproporphyrin 1ll: 12.68 min

ClinChek® Urine Control, Level Il

100— = =
o o
=
,a,ﬂ_
s 80
£
z 40— = ‘
z e
= o
§ 2
2 2 ‘\lam“:g i _
L= ]
h
PN R WV .Y A L P 2L YIIPN
T 1 1

T 11T T 1
0 2 4 6 8 10 12 14 16 18 20

Retention Time (min)

173
Uroporphyrin |: 5.16 min, Heptacarboxyporphyrin |: 6.28 min, éiﬁ ﬁﬁ
Hexacarboxyporphyrins (lac and lab Isomer): 7.53 min,
Internal Standard 1S: 8.86 min, Pentacarboxyporphyrin I: 9.55 min,
Coproporphyrin I: 11.37 min, Coproporphyrin lll: 12.67 min

Test Data

Linearity: 1- 5000 g
Lower detection limit: 0.5 pg/l
Lower detemmination limit: 1 pg/l
Intraassay precision: 2.3 %
Interassay precision: 2.6 %

HPLC Parameters

Pump: binary gradient pump,
flow rate: 0.7 ml/min

Injection volume: 20 pl
Injection interval: 20 min
Fluorescence

detector: 394 nm (exc.), 624 nm (em.)

HPLC-Thermostat: 30 °C

Sample Pretreatment
Addition of I5:

500 A urine 50
(calibrator, control, patient) Internal Standard 1S
HPLC Analysis: J centituge

Inject 20 il of the supernatant

EBNED/FNE
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Coenzyme Q10 in Whole Blood/Plasma/Serum

UL

Oxidative Stress

HHE8QL0(CoQ10)E4BpEH PR VI P AIBEE 4
R TEE(EA. [T, HEEQLOtLEEZERL
FHF |, NS EHBEESN(EAE) A
RiF. R ERAOMNERFRAFHRLR
AYEEEQLOKE, RECIPERICIinRep ®FEHEIL,
FEREEX M/ M IR/ MiFFHVHEEQLOFH T
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ZEHPLCRIRIMGNESSEM o B, XFREE
(RIE , 2EYE(ClinTest® Test Solution,
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Plasma Controls) EB{LRIVEEE.

EBNED/FNE



ClinChek® Plasma Control, Level |
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Retention Time (min)

I1S: 7.34 min, CoQ10: 11.54 min

ClinChek® Plasma Control, Level Il
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Retention Time (min)

1S: 7.32 min, CoQ10: 11.49 min

LESNEDT/FIGE

&

5 HT

Test Data

Linearity:

Recovery:

Lower detection limit:

—I—?ECI PE® Coenzyme Q10 in Whole Blood/Plasma/Serum

38.9 - 20000 pg/l
94 - 108 %
19.5 pg/l

Lower determination limit:  38.9 ug/l

Intraassay precision:
Interassay precision:

HPLC Parameters
Pump:

Injection volume:
Injection interval:
UV-Detector:
HPLC-Thermostat:

Sample Preparation

Precipitation:

3.4 %
5.0 %

isocratic pump, flow rate:
1.4 ml/min

30 ul

14 min

275 nm

30 °C

500 pl Precipitant P

<

2. Add 50 gl

1. Add 400 ul sample

Oxidation Reagent O

& mix

Add 400 I

Internal Standard 1S

HPLC Analysis:

'L mix, centrifuge

Inject 30 ! of the supernatant
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Malondialdehyde in Plasma/Serum

UL

Oxidative Stress
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—I—? ECI PE® Malondialdehyde in Plasma/Serum

Test Data
ClinChek® Plasma Control, Level | Linearity: 0.04 - 20 pymol/l
Recovery: 100 %
Lower detection limit: 0.02 pymal/l
o Lower determination limit:  0.04 pmol/l
25— Intraassay precision: 3.7 %
fﬁ: Interassay precision: 7.4 %

Intensity (mV)
=
|

o o
|
Fsz.?s

A

HPLC Parameters

0 05 10 15 20 25 30 35 40 45 s0 Pump: isocratic pump, flow rate:
0.8 ml/min
Reterion Tne {min) Injection volume: 20 ul
Injection interval: 5 min

Malondialdehyde: 2.75 min Fluorescence

detector: 515 nm (exc.), 553 nm (em.)

) ; HPLC-Thermostat: 30 °C
ClinChek® Plasma Control, Level Il

Sample Preparation
35— Derivatisation:
30—
25— ) S 100 p 700 pl 200 pl
< 20— o fﬁiﬂﬁ plasma / serum Reagent A Reagent B
IS 15 — Inl
£ I
£ 12— || I".\ J, incubate (60 min, 100 °C)
] |
ig 0 PN - Neutralisation / Precipitation:
5
o I [ I T 1 . 200 ul 200 ul
0 05 10 15 2,0 25 30 35 40 45 50 qij[]/\‘m:ﬁé H H
sample Reagent C
Retention Time (min) HPLC Analysis: * centrituge
Malondialdehyde: 2.75 min éiﬂgﬁﬁ Inject 20 yl of the supernatant

LESNEDT/FIGE
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Vitamin C in Plasma
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ClinChek® Serum Control, Level |

Vitamin C in Plasma

Retention Time (min)

80—
| I
o | :
-
= ol |
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| I I |

Test Data
Linearity:
Recovery:

Pump:

Vitamin C: 1.79 min, |1S: 4.04 min

ClinChek® Serum Control, Level Il

Lower detection limit:
Lower determination limit: 0.5 mg/I
Intraassay precision: 59%
Interassay precision: 6.9 %

0.5 - 300 mg/l
95 - 100 %
0.1 mg/l

HPLC Parameters

isocratic pump,
flow rate: 1.3 ml/min

Injection volume: 20 pl
Injection interval: 5 min

80— ] ‘E . )

(=]

N -

T 4 U | |||

2 20— | | || | |

£ Ll I i
00— — ||,| LN I\.pl I'-.._./\’nl._l\._l

I I I I

0 1 2 3 4

Retention Time (min)

UV-Detector:
HPLC-Thermostat: 30 °C

243 nm

Sample Preparation
Precipitation:

m% 100 pl plasma

100 ul Precipitant P

HPLC Analysis:

1. incubate (10 min, + 4°C) & 2. centrifuge

Vitamin C: 1.79 min, 1S: 4.03 min

(EN i)

Inject 20 ul of the supernatant

(contains Internal Standard |S)
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Vitamin Status
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Vitamin A and E in Plasma

HERAMERNEERE(-EEMETIES
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ClinChek® Serum Control, Level |

Intensity (mV)

Retention Time (min)

Vitamin A: 1.82 min, IS: 4.91 min, Vitamin E: 7.20 min

ClinChek® Serum Control, Level Il

Intensity (mV)

Retention Time (min)

Vitamin A: 1.82 min, I1S: 4.91 min, Vitamin E: 7.19 min

ZH

FaE

BT

Vitamin A and E in Plasma

Test Data
Linearity:

Recovery:
Lower detection limit:

Lower determination limit:

Intraassay precision:

Interassay precision:

HPLC Parameters

Vitamin A:

0.02 - 5.0 mgfl,
Vitamin E:

0.40 - 50 mg/l

92 - 98 %

Vitamin A: 0.01 mg/I,
Vitamin E: 0.30 mg/|
Vitamin A: 0.02 mg/I,
Vitamin E: 0.40 mg/|
Vitamin A: 1.4 %,
Vitamin E: 1.4 %
Vitamin A: 5.0 %,
Vitamin E: 3.2 %

flow rate: 1.5 ml/min

Pump: isocratic pump,
Injection volume: 50 pl
Injection interval: 8 min

UV-Detector:

Sample Preparation

Extraction:

325/295 nm
HPLC-Thermostat: 30 °C

150 ul plasma / serum

150 pl Precipitant P

(contains Internal Standard |1S)

Stabilisation:

& centrifuge

100 pl

supernatant

100 pl
Stabilising Reagent S

HPLC Analysis:

& centrifuge

Inject 50 ul of the supernatant
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Vitamin B1 in Whole Blood
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- ECl PE® Vitamin B1 in Whole Blood

Test Data
) ) Determination as TPP
ClinChek® Whole Blood Control, Level | Linearity: 1-200 gl
Recovery: 95 - 100 %
160— Lower detection limit: 0.5 g/l
140— Lower determination limit: 1 pg/l
120— Intraassay precision: 2.7 %
100— Interassay precision: 4.2 %
s
E 80 3
- 60— o
2 ' HPLC Parameters
g 40— . . .
= 2 || Pump: isocratic pump,
] Aol f 2 . -
o |L_4_'uﬁwl L@ flow rate: 1.0 mlfm!n
I I I — I Pump (Reagent N): flow rate: 0.1 ml/min
oot 2 8 4 s 8 Injection volume: 50 i
Retention Time (min) Injection interval: 4 min

Fluorescence
TPP: 2.52 min, Thiamine: 5.10 min detector: 376 nm [eXC.), 435 nm {em}
HPLC-Thermostat: 35 °C

ClinChek® Whole Blood Control, Level Il Sample Preparation
Extraction:
160 ﬁm 300 41 whole blood 500 pI Reagent A
140 2
i
120— 1. centrifuge & 2. take off 400 ul supernatant
100— Stabilisation:
% 80 —
= o] =YL 08 Add 50 41l Reagent S
§
= 40—
- N
20— |I | || |'| 2 Oxidation: &
\ w
0 | u.,_L_f\..' Ik -
T T T T T 1 ﬁff/t 450 pl sample 50 pl Reagent C 100 pl Reagent D
0 1 2 3 4 5 6
Retention Time (min) HPLC Analysis: & add 100 pl Reagent E

TPP: 2.52 min, Thiamine: 5.09 min éﬁgﬁﬁ Inject 50 pl of the supernatant
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Vitamin B2 in Whole Blood

NEHELERB2EE=MEEER  KE=
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ClinChek® Whole Blood Control, Level |

Intensity (mv)

277

—

| & 5
1T 1T 1T 1T T T 1 [
0 1 2 3 4 & 7 8 g9 10

Retention Time (min)

Flavin adenine dinucleotide: 2.77 min,
Flavin mononucleotide: 5.20 min,

Riboflavin: 8.24 min

ClinChek® Whole Blood Control, Level Il

Intensity (m)

Retention Time (min)

Flavin adenine dinucleotide: 2.77 min,
Flavin mononuclectide: 5.18 min,
Riboflavin: 8.26 min

ZEE

VBT

Vitamin B2 in Whole Blood

Test Data

Determination as FAD

Linearity:

Recovery:

Lower detection limit:
Lower determination
Intraassay precision:
Interassay precision:

HPLC Parameters
Pump:

Injection volume:
Injection interval:
Fluorescence
detector:
HPLC-Thermostat:

Sample Preparation

Extraction:

20 - 500 pgll
95 - 100 %
10 pg/l

20 pgll

3.8 %

4.0 %

limit:

isocratic pump,

flow rate: 1.0 mi/min
50 pl

10 min

450 nm (exc.), 530 nm (em.)

40 °C

200 ul whole blood

300 yl Precipitation
Reagent P

1. add 500 pl Stabilising & 2. centrifuge

HPLC Analysis: eagent

s

Inject 50 pl of the supernatant
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Vitamin B6 in Plasma and Whole Blood

“HEA ZBOFI=FIERELE AR : MIZEE. MZ
EEFMIZAR, “EEZ=BORVEHEMHiREsR V2N
BEE-5"-BEER(PLP), “#E4Z=BO6TRZ=ERIIGAREEIR
FTERNARERNR. MSZERAMNRM. I
b RIREREERRNSE SRR P REFM S
BT E (BE RN RARIE), RECIPERY
ClinRep® SEEH IR BEWNE MR FNE MFHY

HEFZRBOASHIMIZEEFOPLP, 1ZiGNFERER
RENSTUNREE , #EAILRSZHNES
UEE ST HEF ZB1FNB2IE N FI &,
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®
HECI PE Vitamin B6 in Plasma and Whole Blood

ClinChek® Whole Blood Control, Level |

Intensity (mV)
.
|

Retention Time (min)

Pyridoxal-5'-phosphate: 5.24 min, Pyridoxal: 8.82 min

ClinChek® Whole Blood Control, Level Il

10—
&
B_ w
|
6] |
s | o
E f | :
> 4 | 1
2 “ | il
5 | fl
E o ‘I | | i
| | |
N AN A VAN
[ [ I [ [ [ [ [ [ I
[ 1 3 4 5 6 7 8 g9 10
Retention Time (min)

Pyridoxal-5-phosphate: 5.22 min, Pyridoxal: 8.82 min

LESNEDT/FIGE

B

BT

Test Data
Determination from plasma / from whole blood
Linearity: Pyridoxal:
0.6 - 800 ugh /
0.6 - 1200 pg/!
Pyridoxal-5*-phosphate:
0.6 - 800 ugh /
0.6 - 1500 prg/l
Recovery: 95-100%/95- 100 %
Lower detection limit: 0.4 pg/l for both ana-

lytes and both matrizes
Lower determination limit: 0.6 pg/l for both ana-
Iytes and both matrizes
Intraassay precision: Pyridoxal: 5.1 % /8.4 %
Pyridoxal-5*-phosphate:
25%1/23%
Interassay precision: Pyridoxal: 6.9 % /9.2 %
Pyridoxal-5"-phosphate:
31%/29%

HPLC Parameters
Pump: isocratic pump,

flow rate: 1.0 ml/min
Pump (Reagent N): flow rate: 0.2 ml/min

Injection volume: 50 pl

Injection interval: 10 min

Fluorescence

detector: 370 nm (exc.), 470 nm (em.)
Temperature: 25 °C (or ambient)

Sample Preparation

Extraction:

100 pl plasma / whole blood 100 pl Precipitant P

trif
HPLC Analysis: J centrifuge

Inject 50 pl of the supernatant
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25-OH Vitamin D2/D3 in Plasma and Serum

Vitamin Status

ME25-FEHEEEDEND2, D3)a] BF b
DRI, BERDESERY €, IRWEs |
ZE S —REThred iR EEsl T EE(EA.
EItHEERDA B R SITFSIB I RIRTIRER R
HNREFERR , FERIRZ2SHULEGER
MR ABYALE, RECIPESSEIXFIARENSSLIIXT
MARFNMBEFRRID T THRIERT AN, =
mHEEE T MERNELS R | ZatEme
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®
HECI PE 25-OH Vitamin D2/D3 in Plasma and Serum

ClinChek® Serum Control, Level |

A= I S

Intensity (mV)

704

5.57
a
—

Retention Time (min)

25-0H Vitamin D3: 5.57 min, 25-0H Vitamin D2: 6.29 min,

I1S: 7.04 min

ClinChek® Serum Control, Level ||

Intensity (mV)
o -

5

~

g 8§
A w II
[ [

6 7

Retention Time (min)

25-0H Vitamin D3: 5.60 min, 25-0H Vitamin D2: 6.32 min,

I1S: 7.07 min

(ENC i)

Test Data
Linearity: 3.0 - 500 pgh (D2)

2.6 - 500 pgf (D3)
Recovery: 99 - 104 %
Lower detection limit: 1.1 pg/l (D2)

1.0 pg/l (D3)
Lower determination limit: 3.0 ug/l (D2)

2.6 pg/l (D3)
Intraassay precision: 2.7 % (D2)

2.5 % (D3)
Interassay precision: 3.7 % (D2)

3.7 % (D3)
HPLC Parameters
Pump: isocratic pump,

flow rate: 1.0 ml/min

Injection volume: 50 pl
Injection interval: 10 min
UV-Detector: 264 nm
HPLC-Thermostat: 40 °C

Sample Preparation
Precipitation:

500 pl Precipitant P

4

1. Add 400 pl sample
2. Add 400 pl Internal Standard IS

, ix, centrif
HPLC Analysis: J mix, centrifuge

Inject 50 ul of the supernatant
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25-0OH Vitamin D2/D3 in Plasma and Serum with UPLC

Vitamin Status

25-REHFEDENID2, D3)RIMAEEEDINE
—NEESH. BT RECIPEAIHPLCSEEEIAF
=90, AFPERI{ER— A T Waters
ACQUITY UPLC®Z#AIClinRep® Complete
KitZe2H{FE. 1ZiHE5 AEIEEaTEN A
2910, WEEEERSFREEFRVETRB
FERER. NTFREFERE |, REFNASPRERES |
HAHRM T —FhClinTest® Test Solutionif#
RF5E, —FhClinCal®Serum CalibratorMIiEE
feAl—FClinChek® Serum ControlsIiE=EHGR.
ClinCal®Serum Calibratora[#BiRZE—FMAIERY

2R (NIST frE SRM972),
/R



®
HECI PE 25-0OH Vitamin D2/D3 in Plasma and Serum with UPLC

. , Test Data
ClinChek® Serum Control, Level | . .
Linearity: 4.6 - 500 pg/ (D2)
3.7 - 500 pg/l (D3)
0.0016— : Recovery: 99 - 104 %
0.0014— Lower detection limit: 2.8 g/l (D2)
0.0012— 2.2 ug/ (D3)
0.0010— f Lower determination limit: 4.6 ug/l (D2)

2 oooos—| | | 3 3.7 ug/l (D3)

% 0.0006— lu Ep |1 Intraassay precision: 4.3 % (D2)

S 00004 Lﬂ fl 3 : |I| 4.6 % (D3)
0.0002— "—.J' l ﬂ,mJ lk,_ - _LL;’”" Interassay precision: 5.9 % (D2)
B e e e S B s e e e Y 3.9 % (D3)

0 02 04 06 0.8 1.0 1.2 1.4 16 1.8 20
UPLC Parameters
Retention Time (min) X . .
Pump: isocratic pump,
flow rate: 0.75 ml/min
25-0OH-Vitamin D3: 0.68 min, 25-OH-Vitamin D2: 0.77 min, .
. Injection volume: 10 pl
1S:1.58 min T )
Injection interval: 2 min
UV-Detector: 264 nm

ClinChek® Serum Control, Level I HPLC-Thermostat: 40 °C

0.0016— Sample Preparation
0.0014— E Precipitation:
\ A
0.0012— E ‘U‘L‘ﬁ 500 il Precipitant P
0.0010— k
> &
E 00008 ‘ 2 J
2 0.0006— | || ‘ || \
= 1. Add 400 ul sample
8 ]V I
E 0.0004 | L'l' h || |'II | |I 2. Add 400 pl Internal Standard 1S
0.0002— (W |
g_m__Al s R~ Dilution: J mix centrifuge
T :
0 0204060810 12 14 16 18 20 ﬁ% Pipette 200 pl of the supernatant into a Diluting Vial
and add 200 yl Diluting Solution D
Retention Time (min) o .
& mix, incubate (20 min, 4°C),
UPLC® Analysis: centrifuge
25-0H Vitamin D3: 0.68 min, 25-OH Vitamin D2: 0.77 min,
IS: 1.57 min UPLC‘”'E’]“ Inject 10 pl of the supernatant
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ClinRep® TDM

for Therapeutic Drug Monitoring
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Amiodarone in Plasma

TURKRE Y]
Antiarrhythmics

MEREEEHA AR T RIEERE.
WYES SRR AR EE b ea e | IR ATWYE S
BB R RIS E ORI ER 1R, IR
ERROIRIZ=FNEYF AR B kR, Eit
(ERZZYI XY EREREH TE Y] i,
RECIPE ClinRep®Complete Kit=ZBid &R 1R
R, REFNTERIIEE N 2SR
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MNMEERATTTELS B

—
'’
=
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ClinChek® Serum Control, Level |

Intensity (mV)

6871

Retention Time (min)

I1S: 2.82 min, Desethylamiodarone: 4.93 min,
Amiodarone: 6.71 min

ClinChek® Serum Control, Level Il

5_
a
-
4— r| e
=3 3— & ?
< (I |
-
£ = (|| | I
.@ a | l ||
= T -
\ | \
ol WAL TN
T T T T
0 1 2 3 4 5 6 7 8

Retention Time (min)

I1S: 2.82 min, Desethylamiodarone: 4.93 min,
Amiodarone: 6.70 min

ZH

HPLCr #T

Amiodarone in Plasma

Test Data

Linearity:

Recovery:

Lower detection limit:

0.1 - 10 pg/mi
95 - 105 %
0.07 pg/mi

Lower determination limit: 0.1 pyg/ml

Intraassay precision:

Interassay precision:

HPLC Parameters
Pump:

Injection volume:
Injection interval:
UV/VIS-Detector:
HPLC-Thermostat:

Sample Preparation

Extraction:

Amiodarone: 2.1 %,
Desethylamiod.: 2.5 %
Amiodarone: 4.0 %,
Desethylamiod.: 4.2 %

isocratic pump,

flow rate: 0.8 ml/min
20 pl

8 min

255 nm

30 °C

100 pl sample

150 ul Precipitant P
(contains Internal Standard |S)

HPLC Analysis:

& centrifuge

Inject 20 ul of the supernatant
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Theophylline, Theobromine and Caffeine in Plasma

RO BT AR FOIMEEI R GERR S R B BRI 2825
), AT RS EE wmEm. FERERD]
N SE B ERSEIER |, MTnRSEIFFELk
ENSECSEYT KA. ZYRIRIKFIAEET
BE S AR N , BESEMSYIERIER
(JUFUERZOYIAEDs). FEitt , MERK YL
R PRI EN AR B SRS/
BZ, RECIPE ClinRep® Complete Kit7=Z&i,
FIEEEFmEIEERRE , DTRAMELANRG
NSRRI EZRFR.
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Antiasthmatics
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®
HECI PE Theophylline, Theobromine and Caffeine in Plasma

ClinChek® Plasma Control, Level |

Retention Time (min)

20— . 8
15— |||
|
S 10— B ‘ |
E o
z II| g |FII [
(7]
JE 57 ||| II"|I III | || E
= |
0—— J \\._Jl k\.f'l'\\"l '.\J | L |JII|I\' S
[ [ I [ [ [ I

Theobromine: 1.80 min, Theophylline: 2.66 min,
I1S: 3.26 min, Caffeine: 5.83 min

ClinChek® Plasma Control, Level Il

20—

] L]

| 2
10 || “ “.’

Intensity (mV)

|
5 |I| " || [
' [

[
|
N S AV AV A

Retention Time (min)

Theobromine: 1.83 min, Theophylline: 2.69 min,
I1S: 3.29 min, Caffeine: 5.85 min

ZH

Wk

HPLC/ T

Test Data

Linearity:

Recovery:

Lower detection limit:

Lower determination limit:

Intraassay precision:

Interassay precision:

HPLC Parameters

1.3 - 50 mg/l

approx. 70 %
Theophylline: 0.8 mg/l
Theobromine: 0.6 mg/l
Caffeine: 0.6 mg/l
Theophylline: 1.7 mg/l
Theobromine: 1.3 mg/l
Caffeine: 1.4 mg/l
2.5%

1.7 %

Pump: isocratic pump,

flow
Injection volume: 20 y

rate: 1.5 ml/min
I

Injection interval: 8 min

UV/VIS-Detector:

273 nm

HPLC-Thermostat: 37 °C

Sample Preparation
Extraction:

100 pl plasma

150 pl Precipitant P
(contains Internal Standard 1S)

Dilution:

& centrifuge

50 pl supernatant

250 pl Diluting Solution D

HPLC Analysis: &

Inject 20 ul of the diluted supernatant
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Antiepileptics in Serum

@
b ‘

ARETUSESSEY)
Antiepileptic Drugs

TUERZ5Y] (AED) &R 277 Bl/g I FimitiE.
BEE e Al (EREEHREE G AR ALE.
HRIEAREISRERETR . BEEAREETIEANTUER
WESHI R BT HliZEm. XM Ry
AED , ClinRep® Complete Kit7=zZ{FI&R7E

SRR DTN 1 2F HicY). BT ERT
— P ERUEE RF TR (FERIVRIER 7S
FRAERSYILGRERESTTIZERER) , A8
At 7 SAEERTARYIR.
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ClinChek® Serum Control, Level Il, recorded at 205 nm:

160—
o
g oo
120— - ¥
o
Ean— . |“ s g )
AR T
[ = o w
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Wil ‘UJIJ\, . oA
L_,J._.Ilu PO JL JAVVAN
[
[ I [ I I [ [
o] 2 4 [ 8 10 12 14
Retention Time (min)

PEMA: 1.39 min, Ethosuximide: 1.65 min, Primidone: 2.01 min,
10-Hydroxy-carbamazepine: 3.43 min, Phenobarbital: 3.83 min,
N-Desmethylmethsuximide: 4.25 min, Carbamazepine-epoxide:
4.98 min, Oxcarbazepine: 6.13 min, IS: 8.02 min, Phenytoin:
11.19 min, Carbamazepine: 12.56 min

ClinChek® Serum Control, Level Il, recorded at 265 nm:

16—
=
i
o
12— ‘ \
s ]
£ |
2 8 ‘ || 3
| =4
£ | ‘ 1 |
E | |'| ‘ | A
|'IL"|J| | \ / I|
S N L U—
4
[ [ [ | |
0 2 4 6 8 10
Retention Time (min)

Sulthiame: 1.90 min, Lamotrigine: 2.74 min, IS: 8.00 min

Antiepileptics in Serum

Y

Rk

HPLCHHT

Test Data
Linearity:

Recovery:
Lower detection limit:

Lower determination limit:

Intraassay precision:
Interassay precision:

HPLC Parameters
Pump:

Lamaotrig., Sulthiame:
0.5 - 50 pg/mi

Other Antiepileptics:
0.3 - 300 pg/mi

95 - 105 %
Lamaotrig., Sulthiame:
0.2 pg/ml

Other Antiepileptics:
0.1 pg/ml

Lamotrig., Sulthiame:
0.5 pg/ml

Other Antiepileptics:
0.3 pg/ml

2.3 %

2.8 %

isocratic pump,

flow rate: 1.0 ml/min
Injection volume: 10 pl
Injection interval: 15 min

UV/VIS-Detector:

Lamotrig., Sulthiame: 265 nm

Other Antiepileptics: 205 nm

HPLC-Thermostat:

Sample Preparation

Extraction:

55 °C

100 pl sample

150 pl Precipitant P
(contains Internal Standard 1S)

Dilution:

& centrifuge

100 pl supematant

100 w1 Diluting Selution D

HPLC Analysis: &

Inject 10 p of the diluted supernatant
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Lamotrigine and Sulthiame in Plasma

IR = AR EE R 2 Pl = S R R B B e Y
JUERZY). 1ZClinRep® Complete Kit5ZEL,
FIERASERIRTT RN M 3R SRR R = IR0
ZlE, BEBRENS TR o8 FKEa
TASE.

HTUBRRZIH)
Antiepileptic Drugs
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HECI PE® Lamotrigine and Sulthiame in Plasma

ClinChek® Plasma Control, Level I:

25—
20— 3
i
15— | I
s < 1
3 L [
%“ I|I |‘| 'nl | ||
= 5— | m || I| 1
3z | Vi |I I| \ I| |
= o—— I‘—+ L g R
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Retention Time (min)

Sulthiame: 1.74 min, Lamotrigine: 2.44 min, 1S: 4.64 min

ClinChek® Plasma Control, Level Il:

25—

2.45

20—

Intensity (mW)

1T 1T 1T T 1 ﬁ%

Retention Time (min)

Sulthiame: 1.75 min, Lamotrigine: 2.45 min, IS: 4.64 min HPLC%W

Test Data

Linearity: 0.5 - 50 yg/ml
Recovery: 95 - 105 %
Lower detection limit: 0.2 pg/ml
Lower determination limit: 0.5 yg/ml
Intraassay precision: 24 %
Interassay precision: 2.6 %

HPLC Parameters

Pump: isocratic pump,

flow rate: 1.0 ml/min
Injection volume: 20 ul
Injection interval: 7 min*

UV/VIS-Detector: 265 nm
HPLC-Thermostat: 55 °C

* In case the sample contains carbamazepine, the run
time must be extended to 15 min.

Sample Preparation

Extraction:
100 44 plasma (cont ;iig J::':tep::;ipsittz::jzrd 18)
Dilution: .L centrifuge
100 pl supernatant 100 pl Diluting Solution D
HPLC Analysis: &

Inject 20 pl of the diluted supernatant
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Mycophenolic Acid in Plasma

EMREE(MMA) BT #RREIIHZY , B5IK
BEANMRESHERESER. (FA— 1B |,
MMFEARR#RERK R TR D B ER
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Immunosuppressants
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ClinChek® Plasma Control, Level |:

Mycophenolic Acid in Plasma
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Retention Time (min)

Mycophenalic acid: 4.99 min, 1S: 6.05 min

ClinChek® Plasma Control, Level Il:

S 40—

£ 30

g 3

5 20— |

£ “| |'| |I",
10— | | |

i |

I Y L AN

Retention Time (min)

HPLCH T

Mycophenolic acid: 4.99 min, |1S: 6.05 min

Test Data

Linearity:

Recovery:

Lower detection limit:

Lower determination limit:

Intraassay precision:
Interassay precision:

HPLC Parameters
Pump:

Injection volume:
Injection interval:
UV/VIS-Detector:
HPLC-Thermostat:

Sample Preparation
Precipitation:

0.1 - 40 mg/l
95 - 105 %
0.06 mg/
0.1 mg/l
3.3%

4.0 %

isocratic pump,

flow rate: 1.2 ml/min
50 ul

7 min

215 nm

30 °C

100 pl plasma

20 pl Internal
Standard IS

HPLC Analysis:

¢ centrifuge

Inject 50 ul of the supernatant

EBNED/FNE

200 pl
Precipitant P




RECIPE®
K/ BRI B AR - £ L0

Atypical Neuroleptics in Plasma/Serum — Online Analysis

HRFE , FRF , EWF , FIEEEAET UK
BE(=9-OH-FiEEm) IR TR "TursH%
7" | FRTaTrBHORIE. BRaREn , A ,
IHERFIRMET 2R EFPRMCERIER | FF
SSHARNERMIZ BMRZSYIRERIKIE
T, IS EFN™ERIRNFR | IHIR&ERY
TR | el (TDM) 21 FERY.
RECIPERZENFIZR—EEBEatAY , TI8ERE
KASFESIRA |, JLUSEIIHPLC REEEHF,

A2 m
Psychoactive Drugs
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HECI PE® Atypical Neuroleptics in Plasma/Serum — Online Analysis

Chromatogram of the plasma calibrator, order no. 40013 I;S;a::jé Ok / D-O
(+ 20 pl Internal Standard IS per ml sample, order no. 40012) ’ )
5/ 10 - 1000 pg/l
Clz / D-Clz:
6/ 5-5000 pg/l
Qtp: 10 - 2000 pgl
12— 5 2 Plp, Rsp: 1 - 200 pg/l
10— o ﬁ Recovery: 100 %
% 8 n |II Lower detection limit: 2 ugl/l (Olz, Clz, D-Clz),
s o - N g 4 ugh (D-Olz, Qtp)
A T A 0.4 g/l (Plp, Rsp)
£ g—\“_;'\.. ‘.'l_ll\l.,al_l'u. J,' \, J ) H'. Lower determination limit: 5 pg/ (Olz), 6 g/ (Clz),
T T T T T T T T T 10ugh (D-Otz, Qtp),
8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 4 ugh (D-Clz)
1 ug/ (Plp, Rsp)
Retention Time (min) Intraassay precision: 02-2%
Interassay precision: 1-6%
Desmethylolanzapine (D-Olz): 9.51 min, Olanzapine (Olz):
11.15 min, Desmethylclozapine (D-Clz): 12.27 min, Internal HPLC Parameters
Standard IS: 14.43 min, Clozapine (Clz): 18.55 min, A: Determination of Olz, D-Olz, Ciz, D-Clz, Qtp
Quetiapine (Qtp): 20.25 min B: Determination of Plp, Rsp
Isocratic pump 1
Chromatogram of the plasma calibrator, order no. 40113 (SPE buffer): flow rates: 0.5 / 1.0 ml/min
(+ 10 pl Internal Standard IS per ml sample, order no. 40012) Isocratic pump 2
(mobile phase): flow rate: A: 1.3 ml/min
B: 1.0 mli/min
87 Switching valve: 6-port/3-channel
6| g (order no. FK1102)
Iﬂl Injection volume: A: 250 pl, B: 750 ul
< 4 E - ||I Injection interval: A: 22 min, B: 20 min
E 'ﬁ = [ UV-detector: A: 254 nm, B: 280 nm
2 2+ I'II l"'. I HPLC-thermostat: 30 °C
R = AV A R A
-7 Sample Pretreatment
I I I I I I I I I I I Addition of IS:
g 10 1 12 13 14 15 16 17 18 18 20 ilﬂ)\ljilﬁ A: Add 20 yl Internal Standard 1S/ml sample
A B: Add 10 pl Internal Standard 1S/ml sample
Retention Time (min
b HPLC Analysis: J centrifuge
Paliperidone (Plp): 10.47 min, Risperidone (Rsp): 11.68 min, A: Inject 250 pl
Internal Standard IS: 16.65 min HPLCﬁﬁ L2k ] 28 FEDL
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Ortho-Cresol and Phenol in Urine
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HECI PE® Ortho-Cresol and Phenol in Urine

ClinChek® Urine Control, Level |:
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Retention Time (min)

Phenol: 5.62 min, p-Cresol: 9.87 min, o-Cresol: 11.06 min,
1S:12.39 min

ClinChek® Urine Control, Level Il:
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Retention Time (min)

Phenol: 5.62 min, p-Cresol: 9.87 min, o-Cresol: 11.07 min,
1S:12.39 min

A AL

K

Lo

HPLC/ T

Test Data

Linearity: o-Cresol: 0.05 - 50 mg/l,
Phenol: 0.2 - 50 mg/l

Recovery: 85-95 %

Lower detection limit: o-Cresol: 0.03 mg/,

Phenol: 0.1 mg/l
Lower determination limit:  o-Cresol: 0.05 mg/,
Phenol: 0.2 mg/l

Intraassay precision: o-Cresol: 2.4 %,
Phenol: 3.2 %
Interassay precision: 0-Cresol: 2.8 %,

Phenol: 4.8 %

HPLC Parameters

Pump: isocratic pump,
flow rate: 1.0 ml/min
Injection volume: 10 - 20 pl
Injection interval: 15 min
Fluorescence
detector: 277 nm (exc.), 300 nm (em.)

HPLC-Thermostat: 30 °C

Sample Preparation
Enzymatic treatment:

. 250 pl 50 pd Internal 50 pl
conl Reagent C Standard IS Reagent D
Extraction: ,l' incubate (37 °C, 2 - 24 h)

Transfer the whole sample to a conditioned
sample preparation column

Elution: & wash (2 x 2 ml Reagent B)

Elute with 2 ml Reagent A

HPLC Analysis: J' collect the eluate

Inject 10 - 20 ul




RECIPE®
FRRPHIS FREGF R 2 5 PR

Hippuric Acid and Methylhippuric Acids in Urine
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HECI PE® Hippuric Acid and Methylhippuric Acids in Urine

ClinChek® Urine Control, Level |:
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Retention Time (min)

Hippuric acid: 3.19 min, o-Methylhippuric acid: 4.23 min,
I1S: 5.07 min, m-/p-Methylhippuric acid: 6.43 min

ClinChek® Urine Control, Level Il:

160 —
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Intensity (mV)

Retention Time (min)

Hippuric acid: 3.24 min, o-Methylhippuric acid: 4.29 min,
I1S: 5.14 min, m-/p-Methylhippuric acid: 6.52 min

Rk

X

Beft

HPLCH 1T

Test Data
Linearity:

Recovery:

Lower detection limit:

Hippuric Acid:

50 - 10000 mg/l,
Methylhippuric Acids:
5- 5000 mg/l

85 -95 %

Hippuric Acid: 30 mg/l,
Methylhip. Acids: 2 mg/l

Lower determination limit:  Hippuric Acid: 50 mg/I,

Intraassay precision:

Interassay precision:

HPLC Parameters
Pump:

Injection volume:
Injection interval:
UV-Detector:
HPLC-Thermostat:

Methylhip. Acids: 4 mg/l
Hippuric Acid: 2.0 %,
Methylhip. Acids: 2.1 %
Hippuric Acid: 2.3 %,
Methylhip. Acids: 3.2 %

isocratic pump,

flow rate: 1.0 ml/min
20 pl

8 min

230 nm

30 °C

Sample Preparation

Dilution:
. 100 ul Internal
100 pl urine Standard IS 2 ml Reagent B
Extraction: &

Transfer the whole sample to a conditioned
sample preparation column

Elution:

& wash (2 x 2 ml Reagent B)

Elute with 2 ml Reagent A

HPLC Analysis:

¢ collect the eluate

Inject 20 pl
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t,t-Muconic Acid in Urine
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RECI PE® t t-Muconic Acid in Urine

_ - Test Data
ClinChek® Urine Contral, Level |: Linearity: 0.24 - 20 mg/l
Recovery: 75 - 80 %
Lower detection limit: 0.07 mg/l
100—
Lower determination limit:  0.24 mg/l
Intraassay precision: 5.9 %
% so_| Interassay precision: 5.5%
= ~
2 2 |"|I HPLC Parameters
= oI A _rf' AN Pump: gradient pump,
-11 I I I - flow rate: 1.0 ml/min
o 2 ¢ 8 8 Injection volume: 50 pl
Injection interval: 18 min
Retention Ti i
etention Time (min) UV-Detector: 264 nm
t,t-Muconic acid: 5.83 min, IS: 7.15 min HPLC-Thermostat: 35 °C
ClinChek® Urine Control, Level Il: Sample Preparation
Dilution:
. 150 pl Internal
fo0— ﬁ% 1 ml urine Standard IS 1 ml Reagent B
Extraction: 'L
= 50— Transfer the whole sample to a conditioned
% - 2 ﬁm sample preparation column
2 5 f
g ! ) .'I \ | II Elution: ,L wash (2 x 1.5 ml Reagent C)
o J\_J\____)'x_ri_ Ih/‘\.f'_l'l
-1 D i
I I I I 1 Elute with 2 x 1.5 ml Reagent D
0 2 4 6 8 ﬁﬁﬂ;ﬁ'
HPLC Analvsis: J collect the eluates
Retention Time (min) y )

HPLC T Inject 50

t,t-Muconic acid: 5.75 min, I1S: 7.15 min

EBNED/FNE
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1-Hydroxypyrene in Urine — Online Analysis
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ClinChek® Urine Control, Level |:

1-Hydroxypyrene in Urine — Online Analysis
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Intensity (mV)
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Retention Time (min)

1-Hydroxypyrene: 18.17 min

ClinChek® Urine Control, Level Il:

[
|
{1 Y D

Intensity (mV)

e

1 |

| [T
10 12 14 16 18 20 22 24

Retention Time (min)

1-Hydroxypyrene: 18.00 min

BHEIK AR

HPLCZr ¥

Test Data

Linearity: 100 - 24000 ng/l
Recovery: 100 %

Lower detection limit: 20 ngl

Lower determination limit: 100 ng/I
Intraassay precision: 2.6 %
Interassay precision: 2.9 %

HPLC Parameters
Pump 1:

Pump 2:
Switching valve:

Injection volume:
Injection interval:
Fluorescence
detector:
HPLC-Thermostat:

gradient pump,

flow rates: 1.0, 1.5 ml/min
isocratic pump: 1.0 ml/min
6-port/3-channel

(order no. FK1103)

250 pl

36 min

242 nm (exc.), 388 nm (em.)
30 °C

Sample Pretreatment

Enzymatic hydrolysis:

2 ml urine

1 ml Stabilising

10 ul Enzyme
Reagent S Solution

1. incubate (37 °G, 2 - 36 h) 'L 2. centrifuge

HPLC Analysis:

Inject 250 ul

EBNED/FNE
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. ClinMass® Complete Kits
. ClinMass® Applications

ClinMass® Optimisation
Mixes and Internal Standards
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7 ClinMass ®Application Notesi FHiERS. X FotmUERD
FRERIE , BERCERENINER , ERRERUNERBREIE]

R,
- ClinMass ®Optimisation MixesFBFALERIESE , LARBESRY
DRRGFHEE.

« ClinMass ®Internal StandardsF3FLC-MS/MSHHTRERARELL.,
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Ethylglucuronide and Ethylsulfate in Urine
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Chromatogram of the ClinChek® Urine Control, Level Il (order no. MS8081):

Intensity (cps)

3300 —
3200—]
3000—]
2800—
2600—]
2400
2200 —]
2000 —]
1800 —]
1600 —]
1400 —]
1200 —]
1000 —]

800 —]

600 —]

400 —]
200 —
0.0

2.1 ds5-EtG
m/z: 226.1 =+ 74.8

l2.14 EtG
| miz: 220.9 +748
|

| |
19 24

Retention Time (min)

Chromatogram of the ClinChek® Urine Control, Level Il (order no. MSB081):

Intensity (cps)

1.6e5]
1.5e5—]
1.4e5—]
1.3e5—]
1.2e5—]
1.1e5—]
1.0e5—]
9.0ed4
8.0e4
7.0ed4 —]
6.0ed ]
5.0e4 ]
4.0e4—]
3.0ed4 ]
2.0e4 ]}
1.0ed4 —f

4.05 d5-EtS
|I miz: 129.9 + 978

|
410 EtS
AN miz: 124.8 - 96.8
A

0.0

I I
38 4.5

Retention Time (min)

Rk

LC-MS/MSZ#r

Test Data
Linearity:

Lower detection limit:

Lower determination limit:

Intraassay precision:

Interassay precision:

LC-MS/MS Parameters

Ethylglucuronide and Ethylsulfate in Urine

EtG:
EtS:
EtG:
EtS:
EtG:
EtS:
EtG:
EtS:
EtG:
EtS:

76.2 - 10000 pg/l
21.8 - 76356 ug/
45.7 ugll

13.1 pgl

76.2 ugll

21.8 pgl

53 %

4.6 %

54 %

4.9 %

LC-Parameters

HPLC pump: isocratic, flow rates:
0.2 ml/min, 0.5 ml/min

Injection volume: 10 pl

Injection interval: 5 min

Column heater: 40 °C

MS-Parameters

lon sourc: ESI negative

MS/MS-Mode: MRM

Sample Preparation

Dilution:
1000 pl 50 pl urine
Internal Standard IS (calibrator, control, patient)
LC-MS/MS Analysis: 'L
Inject 10 pl
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Cyclosporine A, Tacrolimus, Sirolimus and Everolimus in
Whole Blood — Online Analysis
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HECI PE® Cyclosporine A, Tacrolimus, Sirolimus and
Everolimus in Whole Blood — Online Analysis

Chromatogram (left) and mass traces (right) of the ClinCal® Whole Blood Calibrator for Immunosuppressants, Level 4, order no. 9933

1.6e4—)  Ascomycin 128 8065+ 756.6
0.0 '
:Zi E ) \ 3500—| Tacrolimus (Tcr) 1,33 Brrgﬁs - 768.4
1.584 _: I ! 0.0 .
};i = ll | 1_3947 dd-Everolimus 134 g}%s +912.6
1.2¢4 — 0.0
— 1.1e4 — _ . 1.34 miz:
LC-MS/MS Parameters & gééloe; E 2 41§?j—| Sirolimus (Srl) 931.7 » 864.4
LC-Parameters g 8000.0 £ . 135 miz
) § 7000.0 § 3900—| Everolimus (Evr) 975.6 -+ 908.4
Pump 1: SPE-Buffer (0.1 /2.5 ml/min) £ 6000.0 E 0.0
Pump 2: Mobile Phase (0.5 / 1.0 ml/min) 20000 1.764—  Cyclosporine A (Cyo) 012002
Injection volume: 50 pl 3000.07 00 '
2000.0 . 150 miz:
Injection interval: 2 min 1000.0 I\ RN 1.07e4—  Cyclosporine D A\ 1233.9+1217.3
0.0 ' ' 0.0
Switching valve: 6-port/3-channel 1|_1 1_|3 o_|1 o_|3 o_|5 o_|? o_|9 1_|1 1_|3 1_|5 1|_? 1|.9
(order no. FK1102)
CO'UITII'I heater‘ 60 OC Retention Time (min) Retention Time (min)
MS-Parameters
lon-Source: ESI positive Test Data
MS/MS-Mode: MRM Lineariw {Up 10):
2000 pg/l (Cyc), 80 pg/l (Ter, Srl, Evr)
Sample Pretreatment Lower detection limit:
Precipitation: 0.011 pg/l (Cyc), 0.004 ug/l (Ter),
200 4 20 yl Intemnal 100_,!1' whole blood m% 0.073 pg/l (Srl), 0.126 g/l (Evr)
Precipitant P Standard IS (Cal'bgf:;nf?mm" Lower determination limit:
0.037 pg/l (Cyc), 0.014 pgil (Ter),
Jd gﬁ;z:tift':;*ﬁfmme) 0.244 pg/l (Stl), 0.420 ug/ (Evr)
On-Line Analysis: 2.mix and centrifuge Intraassay precision:

2.3 % (Cyc), 4.8 % (Ter), 4.8 % (Stl), 5.0 % (Evr)

Inject 50 pl of the supernatant E%ﬁﬁ Interassay precision:
7.7 % (Cyc), 3.6 % (Tcr), 4.4 % (Srl), 4.1 % (Evr)
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Benzodiazepines in Serum — Online Analysis
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Psychoactive Drugs
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HECI PE® Benzodiazepines in Serum — Online Analysis

Chromatogram of the ClinCal® Serum Calibrator, Level 1 (order no. MS6013)

Test Data
Test data are available on request.
5.195—| |
LC-MS/MS Parameters
3.0e5—
2865~ LC-Parameters
R Isocratic HPLC pump: SPE Buffer
2.0e5—] .
& Tees (0.1/1.5/5.0 ml/min)
& 1.6e5—]
S 1.4e5—] f . H
R e Binary HPLC pump: Mobile Phases A/B
8004 (0.7 ml/min)
6.0e4—] | o
4.0e4 | Injection volume: 20 pl
2.0&4:_ hl\ o ] ] ) )
00 ] | Injection interval: 11 min
35 4.5 105
Switching valve: 6-port/3-channel
Retention Time (min) (order no. FK1103)
Column heater: 30 °C
7-Aminoclonazepam 396 Alprazolam 6.21
7-Aminonitrazepam 3.96 Oxazepam 6.23 MS-Parameters
413 Desalkylflurazepam 6.54 _ . :
Zaleplon 486 Zolpidem G5B lon-Source: Heated Nebulizer (APcl),
Demoxepam 512 Temazepam 6.64 ositive
Bromazepam 527 a-0OH-Midazolam 6.81 P
527 Lometazepam 6.84 MS/MS mode: MRBM
MNorclobazam 543 Chlordiazepoxide 7.21
a-0OH-Trazolam 5.44 MNordiazepam 7.51
Clonazepam 5.59 Midazolam 7.93 . .
564 Diazepam 7.98 On-Line Analysis
Nitrazepam 566 Flurazepam 8.55 ; ;
c-OH-Alprazolam 5.75 Trazodone B.74 |I'I]E‘C1IDI'I of 10 ’UI Sample +
Estazolam 5.81 Tetrazepam 9.19 10 ,u| Internal Standard 1S*
Clobazam 5.86 Prazepam 9.23
Triazolam 6.01 Medazepam 9.67 *contains 20 isotope labeled compounds
LoraZepairm 8.13

EBNED/FNE



RECIPE®

in/ 3R/ FREFRIRER "R

Methylmalonic Acid in Serum/Plasma/Urine
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Chromatogram of the ClinCal® Serum Calibrator, Level 2

Intensity (cps)
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4.004 —|
3.004 —|
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3.
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m/z: 117 = 73
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5.0ed —
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3.0ed —
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1.0ed —

3.
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miz: 120 = 76

42

0.00

Retention Time (min)
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LC-MS/MS43#7

Test Data
Linearity (up to):

Lower detection limit:

Lower determination limit:

Intraassay precision:
Interassay precision:

Methylmalonic Acid in Serum/Plasma/Urine

Serum, Plasma:
3388 nmol/l
Urine:

71148 nmol/l
Serum, Plasma:
9.30 nmolf
Urine:

95.3 nmolfl
Serum, Plasma:
33.9 nmolfl
Urine:

711 nmol/l
29%

31%

LC-MS/MS Parameters

LC-Parameters
Gradient pump:

Mobile Phase A/ B

(0.1 - 1.4 ml/min)

Injection volume: 10 pl
Injection interval: 4 min
Column heater: 30 °C
MS-Parameters

lon-Source: ESI negative
MS/MS-Mode: MRM

Sample Preparation

Precipitation / Addition of IS:

400 pl P Precipitant
(contains internal standard)

100 pl sample*
(calibrator, control, patient)

LC-MS/MS Analysis:

* mix and centrifuge

Inject 10 pl of the supernatant

*Urines are diluted (50 pl urine + 1000 i Diluting Solution D)
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Homocycsteine in Plasma
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Chromatogram of the ClinChek® Plasma Control for Homocysteine, Level |

Intensity (mV)

14e5 —

o
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|
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Retention Time (min)

Intensity (mV)

5.80e4 —
5.00e4 —|

4.00e4 —j
3.00e4 —j
2.00ed —]
1.00ed4 —

0.50

Homocysteine
miz: 136.1 = 90.1

0.00

1.10e5 —]
1.00e5 —

8.00e4 —j
6.00ed4 —j
4.00ed4 —
2.00e4 —

0.50

|R d4-Homocysteine
miz: 140.0 = 94.0

0.00

1
01 03 05 07 09

Retention Time (min)

Homocycsteine in Plasma

Test Data

Linearity: 0.6 - 92 ymol/l
Lower detection limit: 0.2 ymol/
Lower determination limit: 0.6 ymol/l
Intraassay precision: 4.2 %
Interassay precision: 4.4 %

LC-MS/MS Parameters
LC-Parameters
Pump:

Injection volume: 1ul
Injection interval: 2 min
Analytical column:
MS-Parameters
MS/MS-System:
lon-Source: ESI positive
Sample Preparation

Reduction:

Supelcosil LC-CN

HPLC, flow rate 0.7 ml/min,
acetonitrile / water

Applied Biosystems API 3000

20 pl plasma
(+ 20 pl internal standard)

20 pl reduction reagent”

Precipitation:

,l' incubate (RT, 15 min)

100 pl precipitation reagent**

1.incubate (4 °C, 10 min)

HPLC Analysis: 2. centrifuge

Inject 1 pl of the supernatant

* reduction reagent: 1,4-dithiothreitol
** precipitation reagent: acetonitrile

EBNED/FNE
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Nicotine and —Metabolites in Urine
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HECI PE® Nicotine and —Metabolites in Urine

Test Data
Linearity: up to 61.6 pymol/I
(all analytes)
Lower detection limit 0.11 (Nic), 0.02 (Cot),
(umalfl): 0.01 (OH-Cot), 0.17
Chromatogram and mass traces of the ClinCal® Urine Calibrator for Nicotine and -Metabolites, Level 4, order no. MS3013 (Nic-Glu), 0.03 (Cot-
Glu, OH-Cot-Glu)
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Inject 1 gl of the supernatant H PLC%E:I:

HPLC Analysis:
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Thank you for your attention!

Questions?
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