LIPASE

Cat. No.
XSYS0081

G

INTENDED USE
Diagnostic reagent for quantitative in vitro determination of Lipase in human
serum and plasma.

Pack Name

LIP 110

Packaging (Content)
R1:2x44 ml,R2: 2x 11 ml

C€ L]

CLINICAL SIGNIFICANCE

Lipases are enzymes which hydrolyze glycerol ester of long fatty acids. The en-
zyme and its cofactor colipase is produced in the pancreas, lipase being also
secreted in small amounts by the salivary glands as well as by gastric, pulmonary
and intestinal mucosa. Bile acids and colipase form micellar complexes with the
lipids and bind lipase on the substrate / water interface. Determination of lipase is
used for investigation of pancreatic disorders. In acute pancreatitis the lipase con-
centrations rise to 2-50 fold to upper reference limit within 4-8 hours after begin of
abdominal pain peaking at 24 hours and decreasing within 8 to 14 days. Elevated
lipase values can also be observed in chronic pancreatitis and obstruction of the
pancreatic duct.

PRINCIPLE

Enzymatic color test.

The colorimetric substrate 1,2-o-dilauryl-rac-glycero-3-glutaric acid-(6-methylre-
sorufin)-ester is cleaved by pancreatic lipase and the resulting dicarboxilic acid
ester is hydrolysed under the alkaline test conditions to yield the chromophore
methylresorufin. The kinetic of colour formation at 580 nm is monitored and it is
proportional to lipase activity in sample.

REAGENT COMPOSITION
R1
Good’s Buffer pH 8.0

Taurodesoxycholate =1 mmol/l
Desoxycholate =1 mmol/l
Calcium ions 21 mmol/l
Colipase =2 mg/l

R2

Tartrate Buffer pH 4.0

Lipase Color Substrate = 0.1 mmol/l

REAGENT PREPARATION
Reagents are liquid, ready to use.

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.

The stability after first opening vials is 90 days at 2-8°C.

On board stability: min. 30 days if refrigerated (2-10°C) and not contaminated.
Caution: reagent R2 is a microemulsion. Therefore, a slight apparent precipitation
could occur, showing a light red deposit on the bottom of vial. It is a normal behaviour
and it is recommended to resuspend solution before analysis with a mild shaking.
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SPECIMEN COLLECTION & HANDLING

It is recommended to follow NCCLS procedures (or similar standardized conditions)
Use serum, plasma (heparin).

Stability

in serum/plasma: 7days at 20-25°C
7 days at 4-8°C
1year at-20°C
Discard contaminated specimens.

CALIBRATION

Calibration with 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 IFCC formulation.

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

CALCULATION
The XL Results are calculated automatically by the instrument

UNIT CONVERSION
U/l x 0.017 = pkat/l

EXPECTED VALUES ®

Serum

At37°C <60 U/ (<1.0 pkat/l)

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: 8.2 U/|

Linearity: 300 U/l

Measuring range: 8.2 -300 U/

PRECISION
Intra-assay precision Mean SD cv
Within run (n=20) (uny un (%)
Sample 1 209.4 4.38 2.09
Sample 2 85.2 2.82 3.29
Inter-assay precision Mean SD cv
Run to run (n=20) un un (%)
Sample 1 52.8 1.92 3.64
Sample 2 171 2.76 25

COMPARISON

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

r=1.000

y =1.065 x +1.98 U/l
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INTERFERENCES
Following substances do not interfere:
haemoglobin up to 4.5 g/l, bilirubin up to 40 mg/d|, triglycerides up to 1000 mg/dl.

WARNING AND PRECAUTIONS

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

Reagent 1 is not classified as dangerous. It contains less than 0.1% sodium azide,
which is classified as very toxic and dangerous substance for environment.

Reagent 2 of the kit contains less than 5% propan-1-ol.

Danger

Hazard statement:
H318 Causes serious eye damage.

Precautionary statement:

P280 Wear protective gloves/protective clothing/eye protection.

P305 + P351 + P338 IF IN EYES: Rinse cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue rinsing.

WASTE MANAGEMENT
Please refer to local legal requirements.

M Erba Lachema s.r.0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com
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NIUNA3A

Kart. Ne Ha3BaHue Ha ynakoBke ®dacoBka

XSYS0081 | nurn 110 R1:2x44 mn, R2: 2 x 11 mn
®& ¢ CElw]
MpumeHeHune

Ha6op peareHTOB 4514 onpeaeneHns akTMBHOCTU Ninnasbl B CbIBOPOTKE U NNnasme.

KnuHuyeckoe 3HayeHune

Jlunassl — epmeHTbl, TMOPONU3VPYIOLLME CIIOXHbIE 3UPbl FNULEpUHa U
XKMPHBIX KMCNOT. PepMeHT nunnasa u ero kogakTop konunasa BblpabaTbiBatoTcs
B MOMKENy[O4YHOW >Xenese, nunasa Takke CeKpeTupyetcs B HeGonbLlumx
KONMYeCTBax CIOHHLIMU Kernesamu, a Takke CrM3ncTbiMU 06oroYkamm xenyaka,
NerkMx v KuweyHunka. XXenyHble KUCNOTbl U Konunasbl 06pasyoT MULENSIPHbIE
KOMMNMeKCbl C nNunuaamu M NpYBSA3LIBAIOT NMNasy K MOBEPXHOCTV pasgena
a3 cybeTpat/Boga. OnpeneneHne nunasbl MCMNONb3yeTCs ANS UCCrefoBaHWs
nomxenynouHoi »enesbl. Mpu OoCTPOM naHKpeaTUTe KOHLEHTPauuWM Nunasbl
Bo3pacTeT B 2-50 pa3, B CpaBHEHUM C BEPXHUM MNPEAENOM HOPMbI, HauMHas
¢ 4-8 yacoB nocne Havana 6Gonen B XUBOTE, AOCTMrasi nuka vepes 24 yaca u
CcHwkaeTcs B npepenax 8 - 14 aHew. NoBblEHHbIE 3HAYEHUSA NunNasbl MOryT
Takke HabnoaaTbCca NPU XPOHUYECKOM NaHkpeaTute U OBCTpYKUMKM MpoToka
NOMKENyO0YHON Xenesbl.

MpuHUMN peakuun

PepMeHTaTUBHbLIN KONMOPUMETPUYECKUIA TECT.

Cy6etpat  ana  nunassl  (3cup  1,2-0-gunaypwn-pak-rnuuepo-3-rnyTapoBoii
Kucnothl - (6- MeTunpesopdyprHa)) - pacluennsaeTcs nMnasoi NomKenyno4Hon
xenesbl, B pe3ynsrate obpasyeTcsi achyp AvkapbOHOBOM KUCMOTbI, KOTOPLIN Aanee
noABepraeTcs rMaponuay B LUEMOYHbIX YCINOBUSX [0 oBpasoBaHus kpacutens
mMeTunpesopydurHa. VIHTEHCMBHOCTb OKpacku, usmepsiemas npu 580 HM, npsmo
nponopLMoHasbHa akTUBHOCTY Ninasbl B obpasLie.

CocTtaB peareHTOB

R1

Good'’s 6ycep pH 8,0
Taypope3sokcuxonat > 1 MmMonb/n
[Lesokcmxonar 21 MMonb/n
Kanbumns noHbI =1 Mmonb/n
Konunasa =2 Mmr/n

R2

TapTtpaTHsblii 6ycbep pH 4,0
OkpaluuBatoLmii cy6erpat

ans nunassbl > 0,1 mmons/n

MpurotoBneHue pabounx peareHToB
PeareHTbl XWAKUE, rOTOBLIE K UCMOMb30BAHUIO. XPaHUTb B 3aLUMLLEHHOM OT
cBeTa MecTe.

XpaHeHue U cTabUnbLHOCTL

He BCkpbITble peareHTbl cTaburbHbI 40 AOCTMXKEHUS YKa3aHHOTO CpoKa roAHOCTH,
ecnu xpaHsTcs npu 2—-8°C.

Mocne BCKpbITUSI peareHTbl MOXHO ucronb3oBatb 90 AHEN, ecnu XpaHsATCs npu
2-8°C.

XpaHeHue Ha 6opTy: MuH. 30 OHel (Npu Temnepatype 2—10°C, B XONOAWIbHYKE
npubopa), Npy OTCYTCTBUM KOHTaMUHALIMK.

BHumaHue: peareHT R2 npepacrtaBnsieT coboilt MUKPOaMyrbeuioo. ostomy Ha
OHe dnakoHa BO3MOXHO OOpasoBaHWe HeBGOonblIOro ocajka CBETNO-KPacHOro
useTa. PekomeHayeTcsi nepen aHamM3oM MpPOBECTU pecycrneHaMpoBaHWe Nerkum
BCTPSIXMBAHMEM.
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O6pa3subl

VccnepoBaHue npoBoauTb B cooTBeTCTBUM € NpoTokoriom NCCLS (vnu aHanoros).
CbIBOPOTKA, renapuH1avpoBaHHas nnasma.

CTabunbHOCTb B CbIBOPOTKE / Nnasme:

7 pHen  npu Temnepatype 20-25 ° C
7poHein npn4-8°C
1ron npn-20°C

3arpsisHeHHble 06pas3Libl He MCMosb30BaTh.

Kann6poska

MbI pekomenayem ans kanmbposku ucnonb3oBaTb XL MYJIBTUKAI, Kat. Ne
XSYS0034.

MepuoanyHoCcTb KanMbpoBKM:

* 1ocne 3MEHeHNsl Cepumn peareHTa

* B COOTBETCTBUM C BHYTPEHHMMM TPeBOBaHNAMUN KOHTPOMSA KayecTsa
TpaccupoBka:

3HaveHns kanmbpaTopa ycTaHOBIIEHbI B COOTBETCTBUM C pekomeHaauuamm IFCC,
C MCMONb30BaHMEM COOTBETCTBYIOLLIErO NMPOTOKOMa.

KoHTponb kauecTsa
[ins npoBeaeHns KOHTPOISA KavecTBa PEKOMEHAYITCA KOHTPOMbHbIE ChIBOPOTKM:
OPBA HOPMA, Kat. No. BLT00080, 3PBA MATONOIMMA, Kat. No. BLT00081.

Pacuer
PesynbTaThl paccunThIBAOTCA aBTOMATUYECKU aHann3aTopom.

KoadcdbmumeHT nepecuera
E/n x 0,017 = mkkat/n

HopmanbHble BenuunHbI 3

CbiBOpoOTKa:

Mpn 37°C <60 E / n (= 1,0 mkkat / )

MNpuBedeHHble AuWana3oHbl BeNWYUMH  crieAyeT  paccmaTpuBaTh — Kak
OpUEHTUPOBOYHbLIe. Kaxaoit naGopaTopun Heo6xoaMMo onpeaensATL CBOU
ANanasoHbl.

3HayeHUsA BeNnU4mH
OTU 3HAYEeHUs HOpManbHbIX BEMWYMH ObINM MOMyYEHbI HA aBTOMAaTUYECKUX

aHanusatopax cepum ERBA XL. Pesynbratel MOryT oOTnM4artbecs, €cnu
onpenerneHne NpoBOAWNY Ha APYroM TuMe aHanu3artopa.
Pa6ouue xapakrepuctuku (npu 37°C)
YyBCTBUTENBbHOCTb! 8,2E/n
JInHenHoOCTB: no 300 E/n
Ounana3oH namepenunn: 8,2 -300 E/n
BocnpouszBoammocTb
N CpepnHeapudmeTnyeckoe SD Ccv
BuyTpucepuiinas N 3Hauenue (E/n) (E/n) (%)
O6pazeu 1 20 209,4 4,38 2,09
O6pazeu 2 20 85,2 2,82 3,29
. CpepnHeapudmeTuyeckoe SD cv
Mexcepuiinas N | shavenme (En) (Eln) (%)
O6pazeu 1 20 52,8 1,92 3,64
O6pazeu 2 20 171 2,76 2,5
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CpaBHeHue MeToAoB

CpaBHeHwue 6bino npoBeaeHo Ha 40 obpasuax ¢ ncnonb3oBaHem XL cUCTEMHbIX
peareHTOB JlMnasa (y) U MMEIOLWMXCH B Npodaxe peareHToB C KOMMEPYECKM
[OCTYMHON METOANKOM (X).

Pesynbrartbl: y =1,065 x +1,98 E/n r=1,000

CneundmuHocTb / Bnusawwme Bewectsa
lemorno6uH go 4,5 r/n, Bunupy6uH go 40 mr/an, Tpurnuuepuasl 4o 1000 mr/an
He BMUAOT Ha pe3ynbTaThl.

MepbI NpeaoCcTOpPOXHOCTH o
HaGop peareHToB npegHasHayeH Ans i vitro OWarHoCTUKM NpodeccroHansHo

0by4eHHbIM NabopaHToM.

PeareHT 1 He knaccudmumpyeTcs kak onacHblii - cogepxut meHee 0,1% asupa
HaTpusl, KOTOPbIN KNaccuULMpPyeTCsl Kak 04eHb TOKCUYHBIX U ONacHbIX BELLECTB
Ha OKpyXaloLLyto cpeay.

PeareHT 2 cogepxut MmeHee 5% nponaHona.

OnacHocTb

0O603Ha4yeHne onacHoOCTU:

H318 Bbi3blBaeT cepbesHble NOBPEXAeHWs rmas.

MepbI NnpefocTopoXXHOCTH:

P280 Monb3oBaTbCs 3aWMUTHBIMK NepyaTkaMu/3almnTHON oaexaoin/cpeacTsamm
3almThI rnas.

P305+P351+P338 IMPW MOMAOAHUN B TTIA3A: OCTOPOXHO MPOMbITbL rnasa
BOAO/ B TEYEHUE HECKONMbKUX MUHYT. CHSTb KOHTaKTHbIE NUH3bl, €crln Bbl
nonb3yeTecb UMW U Cnn 3To nerko caenatb. MNpoaomknTe NPOMbIBaHKE rnaa.

YTunusaums mcnonb3oBaHHbIX MaTepuanos
B cOOTBETCTBUM C CyLLECTBYIOLMMMN B KXO0N CTpaHe npasunamu Ans AaHHOro
BMaa matepuana.

M Erba Lachema s.r.0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/118/15/B/INT  dama nposedeHusi nocrnedHeeo koHmpons: 10. 9. 2015
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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 LIP LIP LIP LIP LIP LIP Test LIP LIP LIP LIP LIP LIP
Test Code 74 74 74 74 74 74 Test Code 74 74 74 74 74 74
Report Name Lipase Lipase Lipase Lipase Lipase Lipase Report Name Lipase Lipase Lipase Lipase Lipase Lipase
Unit u/ ui u/l u/l u/l u/l Unit pkat/| pkat/l ukat/| ukat/| ukat/| ukat/|
Decimal Places 1 1 1 1 1 1 Decimal Places 2 2 2 2 2 2
Wavelength-Primary 578 578 570 570 570 578 Wavelength-Primary 578 578 570 570 570 578
Wavelength-Secondary 660 660 660 660 660 660 Wavelength-Secondary 660 660 660 660 660 660
Assay type Rate-A Rate-A Rate-A Rate-A Rate-A Rate-A Assay type Rate-A Rate-A Rate-A Rate-A Rate-A Rate-A
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 20 20 20 33 14 20 M2 Start 20 20 20 33 14 20
M2 End 26 26 30 45 20 26 M2 End 26 26 30 45 20 26
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 1.8 1.8 1.8 1.8 1.8 1.8 React. Abs. Limit 1.8 1.8 1.8 1.8 1.8 1.8
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 8.2 8.2 8.2 8.2 8.2 8.2 Technical Minimum 0.14 0.14 0.14 0.14 0.14 0.14
Technical Maximum 300 300 300 300 300 300 Technical Maximum 5.0 5.0 5.0 5.0 5.0 5.0
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 0.6 0.6 0.6 0.6 0.6 0.6 Reagent Abs Max 0.6 0.6 0.6 0.6 0.6 0.6
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2 Total Reagents 2 2 2 2 2 2
Reagent R1 LIP R1 LIP R1 LIPR1 LIPR1 LIPR1 LIPR1 Reagent R1 LIPR1 LIP R1 LIP R1 LIPR1 LIPR1 LIPR1
Reagent R2 LIP R2 LIP R2 LIP R2 LIP R2 LIP R2 LIP R2 Reagent R2 LIP R2 LIP R2 LIP R2 LIP R2 LIP R2 LIP R2
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test LIP | LIP | LIP | LIP | LIP | LIP Test LIP | LIP | LIP | LIP | LIP | LIP
Sample Type SERUM [ SERUM | SERUM [ SERUM | SERUM [ SERUM Sample Type SERUM | SERUM [ SERUM | SERUM [ SERUM [ SERUM
Sample Vol le Volumes
Normal 3.3 3.3 3.3 3.3 25 3.3 Normal 3.3 3.3 3.3 3.3 25 3.3
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 6.6 6.6 6.6 6.6 5.0 6.6 Increase 6.6 6.6 6.6 6.6 5.0 6.6
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 3.3 3.3 3.3 3.3 25 3.3 Decrease 3.3 3.3 3.3 3.3 25 3.3
Dilution Ratio 2 2 2 2 2 2 Dilution Ratio 2 2 2 2 2 2
Standard volume 3.3 3.3 3.3 3.3 25 3.3 Standard volume 3.3 3.3 3.3 3.3 25 3.3
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 160 160 160 160 120 160 RGT-1 Volume 160 160 160 160 120 160
R1 Stirrer Speed Medium Medium NA Medium Medium Medium R1 Stirrer Speed Medium Medium NA Medium Medium Medium
RGT-2 Volume 40 40 40 40 30 40 RGT-2 Volume 40 40 40 40 30 40
R2 Stirrer Speed High High NA High High High R2 Stirrer Speed High High NA High High High
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 LIP LIP LIP LIP LIP LIP Test LIP LIP LIP LIP LIP LIP
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 38 38 38 38 38 38 Normal-Upper Limit 0.63 0.63 0.63 0.63 0.63 0.63
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 38 38 38 38 38 38 Normal-Upper Limit 0.63 0.63 0.63 0.63 0.63 0.63
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-100- <A-200- <A-300/600- <A-640- <A-1000- <A-180- <ASI- <ASI-200- [<ASI-300/600-| <ASI-640- <ASI-1000- <ASI-180-
Revision LIP-1 LIP-1 -LIP-1 LIP-1 LIP-1 LIP-1 Revision 100-LIP-1 LIP-1 LIP-1 LIP-1 LIP-1 LIP-1

01.08.2014> | 01.08.2014> | 01.08.2014> | 01.08.2014> | 01.08.2014> | 01.08.2014> 01.08.2014> | 01.08.2014> | 01.08.2014> | 01.08.2014> | 01.08.2014> | 01.08.2014>
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SYMBOLS USED ON LABELS / CUMBO/bl, UCMOJIb3YEMbIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use
KatanoxHbiit Ne MpoussoauTens CMOTpPETb UHCTPYKLMIO
npy UCMONb30BaHNM

Lot Number c € CE Mark - Device comply with Storage Temperature
Cepust the Directive 98/79/EC Cobniofgate TeMnepaTypy XpaHeHust
3nak CE - cooTBeTCTBME
[OupexTuee 98/79/EC
Expiry Date In Vitro Diagnostics - Content / CoaepxaHue
2 Cpok rogHocTn Ons in vitro guarHocTuku CONT

HauwuoHanbHbIi 3Hak
@Z COOTBETCTBUS ANs YKpauHbl
Ukrainian quality mark
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