TRIGLYCERIDES

Cat. No. Pack Name Packaging (Content)
XSYS0041 TG 440 R1:10 x 44 ml
XS8YS0071 TG 576 XL-1000 R1:8x72ml
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INTENDED USE
Diagnostic reagent for quantitative in vitro determination of Triglycerides in human
serum and plasma.

CLINICAL SIGNIFICANCE

Triglycerides are a family of lipids absorbed from the diet and produced endo-
genously from carbohydrates. Measurement of triglycerides is important in the
diagnosis and management of hyperlipidemias. These diseases can be genetic or
secondary to other disorders including nephrosis, diabetes mellitus and endocrine
disturbances. Elevation of triglycerides has been identified as a risk factor for
atherosclerotic disease.

PRINCIPLE
The series of reactions involved in the assay system is as follows:
LPL
Triglycerides + H,O —————® Glycerol + Free Fatty acids
GK
Glycerol + ATP —» Glycerol-3-phosphate + ADP
GPO
Glycerol-3-phosphate + O, ——p» DAP+HJ0,
POD

H,O, + 4AAP + 4-Chlorophenol ———3 Quinoneimine + H,0

Triglycerides are enzymatically hydrolyzed by lipase to free acids and glycerol.
The glycerol is phosphorylated by adenosine triphosphate (ATP) with glycerol ki-
nase (GK) to produce glycerol-3-phosphate and adenosine diphosphate (ADP).
Glycerol-3-phosphate is oxidized to dihydroxy-acetone phosphate (ADP) by glycerol
phosphate oxidase producing hydrogen peroxide (H,O,).

In a Trinder type colour reaction catalyzed by peroxidase, the H,O, reacts with
4-aminoantipyrine (4AAP) and 4-chlorophenol to produce a red coloured dye.
The absorbance of this dye is proportional to the concentration present in the
sample.

REAGENT COMPOSITION

R1

Good’s buffer (pH 7.2) 50 mmol/l
4-Chlorophenol 4 mmol/l
Mg # 15 mmol/l
ATP 2 mmol/l
Glycerolkinase > 0.4 KU/l
Peroxidase 22.0KU/
Lipoproteinlipase > 2.0 KU/
Glycerol-3-phosphate-Oxidase = 0.5 KU/I
4-Aminoantipyrine 0.5 mmol/l

REAGENT PREPARATION
Reagent is liquid, ready to use.
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STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit
label when stored at 2—-8°C.

On board stability: min. 30 days if refrigerated (2—10°C) and not contaminated.

SPECIMEN COLLECTION AND HANDLING
Use unheamolytic serum, plasma (EDTA, heparin).
It is recommended to follow NCCLS procedures (or similar standardized conditions).

Stability
2 days at 20-25°C
7 days at 4-8°C
at least 1 year at-20°C

Discard contaminated specimens.

CALIBRATION

Calibration with calibrator XL MULTICAL, Cat. No. XSYS0034 is recommended.
Calibration frequency: it is recommended to do a calibration

« after reagent lot change

« as required by internal quality control procedures

Traceability:

This calibrator has been standardized to ID-MS.

QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLT00080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

CALCULATION

Results are calculated automatically by the instrument.
UNIT CONVERSION

mg/dl x 0.0113 = mmol/l

EXPECTED VALUES *

Recommended Triglycerides levels for adults:
Normal: <150 mg/dl

High: 150 — 199 mg/dl
Hypertriglyceridemic: 200 — 499 mg/dI

Very high: >499 mg/dl

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.

PERFORMANCE DATA
Data contained within this section is representative of performance on ERBA XL
systems. Data obtained in your laboratory may differ from these values.

Limit of quantification: 9.74 mg/dl

Linearity: 1062 mg/dI

Measuring range: 9.74 — 1062 mg/dI
Intra-assay precision Mean SD cv
Within run (n=20) (mg/dI) (mg/dl) (%)
Sample 1 102.7 0.53 0.52
Sample 2 186.7 1.68 0.90
Inter-assay precision Mean SD cv
Run to run (n=20) (mg/dl) (mg/dl) (%)
Sample 1 108.0 1.68 1.56
Sample 2 184.5 2.83 1.54
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COMPARISON

A comparison between XL-Systems Triglycerides (y) and a commercially available
test (x) using 40 samples gave following results:

y =1.022 x — 1.15 mg/d|

r=0.999

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 10 g/l, bilirubin up to 40 mg/dl.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitied and professionally educated
person.

Reagent of the kit is not classified like dangerous.

WASTE MANAGEMENT
Please refer to local legal requirements.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
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TPUMWLUEPUAbI (TT)

KaT. Ne HasBaHue ®dacoBka

XSYS0041 Tr 440 R1: 10 x 44 mn

XSYS0071 Tr 576 XL-1000 R1:8x 72 mn
3
NpumMeHeHne

Ha6op peareHTOB NpeAHa3HayYeH ToMbKO A in Vitro AMarHocTukv TpUrnmuepuaos
B CbIBOPOTKE ¥ Nna3me YenoBeka.

KnuHuyeckoe sHauyeHune

Tpurnuuepnabl - 9T0 3hUpbl KUPHBIX KUCMOT U ruuepuHa. OnpeaeneHve
YPOBHSA TPUIMULIEPUAOB BaXHO ANS ONpPeAeneHns rvnepnunonpoTenaeMun.
nepnunonpotemgemMmn  MoryT 6blTb  NEpBUYHbE  (HACNEACTBEHHbIE) W
BTOPUYHbIE:  OXUPEHWe, caxapHbii Amabet, HedpoTUYeCcKUA  CMHOPOM,
9HOKPUHHbIe 3abonesaHus, naHkpeaTuT. MNoBbILEHVE YPOBHS TPUIMULEPUAOB
yKa3blBaET Ha PUCK CEPAEYHO-COCYAUCTbIX 3aboneBaHnit.

MpuHUMN mMeToaa

nnn

Tpurnmuepnabl = [MNnLepunH + XKMpHble KNCNOTbI

K
MmuuepnH+AT® —————— Muuepon-3-docdat+Ad

roo
rmuuepon-3-doccar + O, ——» [urugpoateToH docdart + H,0,

noag
2H,0,+ 4-AmnHoaHTUnMpuH + 4-Xnop®eHon ——————% X1HOHNMUHOBbIN

Kpacutenb + 4H,0
JINN: NunonpoTtenHnunasa
FK: TnuueponkuHasa
F®0O: muuepondocdarokenaasa
AT®: ApeHo3uH Tpudocdar

MNHTEHCUBHOCTb  Okpacku obpasytowierocss  xpomoreHa
KOHLeHTpauum Tpurmuuepuaos B obpasue.

nponopunoHanbHa

CocTaB peareHToB
R1

l'yac 6ydep (pH 7,2) 50 mmonb/n
4-Xnop®eHon 4 mmonb/n
Mg 2 15 mmone/n
ATO 2 mmonb/n
MmuueponknHasa >0,4 KE/n
Mepokcmaasa > 2 KE/n
JlunonpoTenHnunasa 22 KE/n
Mmuuepon-3-cocdaTokcmaasa 20,5 KE/n
4-AMVHOAHTUNVPUH 0.5 mmonb/n

MpuroTtoBneHune pa6o4mx peareHToB
PeareHTbl Xunakve, rotoBbl K UCMOMb30BaHWI0. XpaHUTh B 3aLUMLLEHHOM OT CBETa
mecrTe.

XpaHeHue u cTabunbHOCTb

He BckpbiTble peareHTbl CTabunbHbl OO [AOCTMXKEHWSI YKA3aHHOIO Cpoka
rogHOCTU, ecnu xpaHaTes npy 2—-8°C, B 3alUMLLEHHOM OT CBeTa MecTe.
XpaHeHue Ha 6opTy: MuH. 30 aHen (npu Temnepatype 2—10°C, B xonoannbHuKe
npuGopa) 1 Npu yCroBUn OTCYTCTBUS KOHTaMUHALIMN.
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O6pa3ubl

CbIBOpOTKa Mnu nnasma (renapuH, ATA)

VccnenoBaHue npoBoanTh B COOTBETCTBUM C npoTokonom NCCLS (unu aHanoroB).
CTabunbHOCTb:

2 gHanpu  20-25°C
7 oHeni npn  4-8°C
1 rop npu -20°C

[onyckaeTcsi 0o4HOPa30BOE 3aMOpaXuBaHue.
3arpsiaHeHHble 06pasLibl He NCMonb30BaTb.

Kanu6poska

Mbl pekomeHayem Ansi kanubposku ucnonb3oBatb XL MYJITBTUKAI, Kat. Ne
XSYS0034.

MepuoanyHocTb kanMbpoBKu:

* rocre U3MEHeHWs NapTuK (cepumn) peareHTa

* B COOTBETCTBUM C BHYTPEHHUMU TPEBOBAHMSIMU KOHTPOMS KayecTBa
TpaccupoBka

3HayeHuss kanubpaTtopa ycTaHOBMeHbl Mo 3dTanoHHoMmy npenapaty ID-MS c
Mcnonb3oBaHWEM COOTBETCTBYHOLLLErO NPOTOKoMa.

KoHTponb kayecTBa
[Insi NnpoBeAEeHNs KOHTPOISA KayecTBa PEKOMEHAYIOTCH KOHTPOMbHbIE CbIBOPOTKM:
OPBA HOPMA, Kat. No. BLT00080, OPBA MATONOIMA, Kat. No. BLT0O0081.

Pacuer
PesynbTaThl paccunTbIBaOTCA aBTOMATUYECKW aHann3aTopoM.

KoadcpmumeHT nepecuera
(mr/gn) x 0,0113 = Mmmonb/n

HopmanbHbie BenuMuuHbI *

PekomeHayemble YPOBHU TPUMIMLEPUAOB AMS B3POCTIbIX:

HopmanbHsblii: <150 mr / an (1,695 Mmmonb/n)

Bblcokuii: 150 — 199 mr / an (1,695 — 2,25 mmonb/n)
vnepTpurnuuepuaemms: 200 — 499 mr / an (2,26 — 5,64 mmonb/n)

O4yeHb BbICOKMIA: > 499 mr / an (5,64 mmonb/n)

MpuBeaeHHble AuanasoHbl BeNMYMH criedyeT paccmaTpuBaTb — Kak
opueHTUpoBoYHble. Kaxxaoi nabopatopumn Heo6xoaMMo onpeaensTb CBOU
[AnanasoHbl.

3HauyeHus BeNUYMH

OTV 3HaYeHWs HOpMarnbHbIX BENMYMH OblnM MOMNyyYeHbl Ha aBTOMAaTUYECKUX
aHanmsatopax cepun ERBA XL. Pesynbratel MoOryT otnuuarbcs, ecnu
onpenerneHne nNpPoBOAMIM Ha [pYyrom Tune aHanusaropa.

Pa6ouue xapaKTepucTuku

YyscTBuTEnbHOCTL: 9,74 Mr/an (0,11 Mmonb/n)

JIHeHoCTb: no 1062 mr/an (12 mmonb/n)

[vnana3oH namepenuii: 9,74 -1062 mr/an (0,11 -12 mmonb/n)

BocnpousBoanmocTb
BHyTpucepuitHas | CpegHeapudmeTnueckoe SD CVv
(n=20) 3HaueHue (Mr/an) (mr/an) (%)
YpoBeHb 1 102,7 0,53 0,52
YpoBeHb 2 186,7 1,68 0,90
MexcepuiHasn CpegnHeapudmeTnyeckoe SD Cv
(n=20) 3HaueHue (Mr/an) (mr/an) (%)
YpoBeHb 1 108,0 1,68 1,56
YpoBeHb 2 184,5 2,83 1,54
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CpaBHeHue meToAoB

CpaBHeHne 6bino npoeeaeHo Ha 40 obpasuax ¢ ucnonbaosaHvem XL cuctemsl
peareHToB Tpurnmuepuabl(y) U UMEIOLLMXCS B NPOJaXe peareHToB C KOMMEPYECKM
[OCTYMHON METOAMKOM (X).

Pesynerartbi:

y =1.022 x - 1.15 (mr/an)

r=0.999 (r — k0adhPMLMEHT KOppenALMM)

CneuundmyHocTs / Bnusiowme BewecTBa
emorno6uH Ao 10 r/n, Bunupy6un fo 40 mr/an He BNUSIOT Ha pe3ynbTaThl aHanusa.

MpenynpexaeHne n Mepbl NPeAOCTOPOXHOCTU

Habop peareHTOB npegHasHayeH Ans in vitro guarHOCTMKM npodheccroHansHO
0by4eHHbIM nabopaHToMm.

Habop peareHTOB He OTHOCUTCS K KaTeropuu onacHbIXx.

YTunusauma mcnonb3oBaHHbIX MaTepuanos
B coOTBETCTBMM C CyLLECTBYIOMMMN B KXO0N CTPaHe npasunamu Ans AaHHOro
Buaa martepuana.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/09/13/C/INT Hama nposederusi nocnedHe20 koHmpons: 4. 2. 2014




ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

XL-100 XL-200 XL-300/600 XL-100 XL-200 XL-300/600

Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 | | Instrument | EM-100 | EM-200 | EM-360 | XL-640 | XL-1000 | XL-180 |
Test Details Test Details
Test TG TG TG TG TG TG Test TG TG TG TG TG TG
Test Code 67 67 67 67 67 67 Test Code 67 67 67 67 67 67
Report Name Triglycerides | Triglycerides | Triglycerides | Triglycerides | Triglycerides | Triglycerides Report Name Triglycerides | Triglycerides | Triglycerides | Triglycerides | Triglycerides | Triglycerides
Unit mg/dI mg/dl mg/dl mg/dl mg/dl mg/dl Unit mmol/l mmol/l mmol/l mmol/l mmol/l mmol/l
Decimal Places 1 1 1 1 1 1 Decimal Places 2 2 2 2 2 2
Wavelength-Primary 505 505 505 505 505 505 Wavelength-Primary 505 505 505 505 505 505
Wavelength-Secondary 700 700 700 700 700 700 Wavelength-Secondary 700 700 700 700 700 700
Assay type 1-Point 1-Point 1-Point 1-Point 1-Point 1-Point Assay type 1-Point 1-Point 1-Point 1-Point 1-Point 1-Point
Curve type Linear Linear Linear Linear Linear Linear Curve type Linear Linear Linear Linear Linear Linear
M1 Start 0 0 0 0 0 0 M1 Start 0 0 0 0 0 0
M1 End 0 0 0 0 0 0 M1 End 0 0 0 0 0 0
M2 Start 33 35 50 62 30 33 M2 Start 33 35 50 62 30 33
M2 End 34 36 51 63 31 34 M2 End 34 36 51 63 31 34
Sample replicates 1 1 1 1 1 1 Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3 Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1 Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0 Control interval 0 0 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing
React. Abs. Limit 2.1 2.1 21 2.1 2.1 2.1 React. Abs. Limit 2.1 2.1 21 21 2.1 2.1
Prozone Limit % 0 0 0 0 0 0 Prozone Limit % 0 0 0 0 0 0
Prozone Check Lower Lower Lower Lower Lower Lower Prozone Check Lower Lower Lower Lower Lower Lower
Linearity Limit % 0 0 0 0 0 0 Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0 Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 9.7 9.7 9.7 9.7 9.7 9.7 Technical Minimum 0.11 0.11 0.11 0.11 0.11 0.11
Technical Maximum 1050 1050 1050 1050 1050 1050 Technical Maximum 11.9 11.9 11.9 11.9 1.9 1.9
Y=aX+b Y=aX+b
a= 1 1 1 1 1 1 a= 1 1 1 1 1 1
b= 0 0 0 0 0 0 b= 0 0 0 0 0 0
Reagent Abs Min 0 0 0 0 0 0 Reagent Abs Min 0 0 0 0 0 0
Reagent Abs Max 0.5 0.5 0.5 0.5 0.5 0.5 Reagent Abs Max 0.5 0.5 0.5 0.5 0.5 0.5
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 1 1 1 1 1 1 Total Reagents 1 1 1 1 1 1
Reagent R1 TGR1 TGR1 TGR1 TGR1 TGR1 TGR1 Reagent R1 TGR1 TGR1 TGR1 TGR1 TGR1 TGR1
Reagent R2 NA NA NA NA NA NA Reagent R2 NA NA NA NA NA NA
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test | TG | TG | TG | TG | TG | TG Test TG | TG | TG | TG | TG TG
Sample Type | SERUM | SERUM | SERUM | SERUM [ SERUM | SERUM Sample Type | SERUM [ SERUM | SERUM [ SERUM [ SERUM SERUM
S le Vol Sample Volumes
Normal 2 2 2 2 2 2 Normal 2 2 2 2 2 2
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 4 4 4 4 4 4 Increase 4 4 4 4 4 4
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 2 2 Decrease 2 2 2 2 2 2
Dilution Ratio 5 5 5 5 5 5 Dilution Ratio 5 5 5 5 5 5
Standard volume 2 2 2 2 2 2 Standard volume 2 2 2 2 2 2
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 200 200 200 200 200 200 RGT-1 Volume 200 200 200 200 200 200
R1 Stirrer Speed High High NA High High High R1 Stirrer Speed High High NA High High High
RGT-2 Volume 0 0 0 0 0 0 RGT-2 Volume 0 0 0 0 0 0
R2 Stirrer Speed NA NA NA NA NA NA R2 Stirrer Speed NA NA NA NA NA NA
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test TG TG TG TG TG TG Test TG TG TG TG TG TG
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit 0 0 0 0 0 0 Normal-Lower Limit 0 0 0 0 0 0
Normal-Upper Limit 150 150 150 150 150 150 Normal-Upper Limit 1.7 1.7 1.7 1.7 1.7 1.7
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit 0 0 0 0 0 0 Normal-Lower Limit 0 0 0 0 0 0
Normal-Upper Limit 150 150 150 150 150 150 Normal-Upper Limit 1.7 1.7 1.7 1.7 1.7 1.7
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Revision Number Revision Number

<A-300/600- <ASI- <ASI- <ASI- <ASI- <ASI- <ASI-
Revision ;’;';goz'ggf ;’;'53%%‘3 TG-2 ;:'g;oz'ggf ?6' 10%"2;?;2 :‘:11:02;%: Revision 100-TG2 | 200-TG-2 |300/600-TG-2| 640-TG-2 | 1000-TG-2 | 180-TG-1

T T 26.09.2013> T T s 26.09.2013> | 26.09.2013> | 26.09.2013> | 26.09.2013> | 26.09.2013> | 12.12.2013>
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SYMBOLS USED ON LABELS / CUMBO/bl, UCMOJIb3YEMbIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use
KatanoxHbiii Ne MpoussoanTens CMOTpeTb MHCTPYKLMIO
NPy UCTOMNbL30BaHUM

Lot Number c CE Mark - Device comply with Storage Temperature
0 Cepusi the Directive 98/79/EC CobGnioaaTte TeMnepaTypy XpaHeHus
3nak CE - cootBeTCTBME
[Ivpektuse 98/79/EC

Expiry Date In Vitro Diagnostics - Content / CopepxaHvie
g Cpok rogHoCTU Vb [ns in vitro guarHocTuku CONT
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