GLUCOSE

Cat. No. Pack Name Packaging (Content)
XS8YS0012 GLU 440 R1:10 x 44 ml
XSYS0069 GLU 576 XL-1000 | R1:8x 72 ml

E €
INTENDED USE

Diagnostic reagent for quantitative in vitro determination of Glucose in human
serum, plasma and urine.

CLINICAL SIGNIFICANCE

Accurate measurement of glucose in body fluid is important in diagnosis and
management of diabetes, hypoglycemia, adrenal dysfunction and various
other conditions. High levels of serum glucose may be seen in case of Dia-
betes mellitus, in patients recieving glucose containing fluids intravenously,
during severe stress and in cerebrovascular accidents.

Decreased levels of glucose can be due to insulin administration, as a result of
insulinoma, inborn errors of carbohydrate metabolism or fasting.

PRINCIPLE

Trinder’s method

Glucose in the sample is oxidised to yield gluconic acid and hydrogen peroxide in
the presence of Glucose oxidase. The enzyme peroxidase catalyses the oxidative
coupling of 4-aminoantipyrine with phenol to yield a coloured quinonemine com-
plex, with absorbance proportional to the concentration of glucose in sample.

Glucose oxidase

B-D-Glucose + H,0 + O, Gluconic acid + H,0,

Peroxidase
H,O, + phenol + 4AAP Red Dye + 2H,0
REAGENT COMPOSITION
R1
Phosphate buffer 250 mmol/l
Glucose oxidase > 25 U/ml
Peroxidase >2 U/ml
Phenol 5 mmol/l
4-aminoantipyrine 0.5 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.

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

SPECIMEN COLLECTION AND HANDLING

Use unheamolytic serum, plasma (heparin, EDTA) or urine.

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Stability after addition of a glycolytic inhibitor (Fluoride, monoiodoacetate,

mannose): *
2 days at 20-25°C

7 days at4-8°C
Stability in serum (separated from cellular contents, hemolysis free) without
adding a glycolytic inhibitor: 2°

8 hours at 25°C

72 hours at4°C
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Stability of glucose in urine:

24 hours at4-8°C
For the determination in urine dilute the sample using redistilled water in 1 + 10 ratio.
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. BLT0O0080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

CALCULATION
The XL Results are calculated automatically by the instrument.

UNIT CONVERSION
mg/dl x 0.056 = mmol/l

EXPECTED VALUES 2

Serum:

Glucose Fasting:

Cord: 45— 96 mg/dl
Newborn, 1 d: 40 - 60 mg/dl
Newborn, >1 d: 50 — 80 mg/dI
Child: 60 — 100 mg/dl
Adult: 74 — 100 mg/dl
>60y: 82 — 115 mg/dl
>90y: 75 -121 mg/dl

Glucose 2 h Postprandial: <120 mg/d|

WB (Hep) Adult: 65 — 95 mg/dl

Urine: 1 -15 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:  2.34 mg/d|

Linearity: 450 mg/d|

Measuring range: 2.34 — 450 mg/dI
Intra-assay precision Mean SD Ccv
Within run (n=20) (mg/dl) (mg/dl) (%)
Sample 1 153.75 1.61 1.05
Sample 2 239.64 3.93 1.66
Inter-assay precision Mean SD Ccv
Run to run (n=20) (mg/dI) (mg/dI) (%)
Sample 1 97.14 1.61 1.64
Sample 2 258.39 3.04 1.19
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COMPARISON
A comparison between XL-Systems Glucose (y) and a commercially available
test (x) using 40 samples gave following results:

y =1.000 x - 0.714 mg/dI
r=0.999

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 7.5 g/l, bilirubin up to 30 mg/dl, triglycerides up to 750 mg/dl.

WARNING AND PRECAUTIONS

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

Reagent R1 contains 0.74% NaOH and is classified as irritant and also contains
less than 0.1% sodium azide which is classified as very toxic and dangerous
substance for the environment.

Warning
Hazard statements (H):
H315 Causes skin irritation.
H319 Causes serious eye irritation.
Precautionary statements (P):
P280 Wear protective gloves/protective clothing/eye protection/face protection.
P302 + P352 IF ON SKIN: Wash with plenty of water.
P305 + P351 + P338 IF IN EYES: Rinse cautiously with water for several mi-
nutes. Remove contact lenses, if present and easy to do. Continue rinsing.

WASTE MANAGEMENT
Please refer to local legal requirements.
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MNMIOKO3A

Kart. Ne Ha3BaHue Ha ynakoBke ®dacoBka

XSYS0012 IO 440 R1: 10 x 44 mn

XSYS0069 IO 576 XL-1000 R1:8 x 72 mn
ce€
MpumeHeHne

HaGop peareHToB npegHasHayeH TOMbKO AN in Vitro AMarHOCTMKU MioKo3bl B
CbIBOPOTKE, Nrasme 1 Moye.

KnuHuyeckoe 3HayeHue

ToyHOe u3MepeHue [NoKO3bl BaXHO AnA AMArHOCTUKM M HabnogeHus 3a
XOAO0M NneveHusa anabeTa, runepriamkemMmnn, HapyLeHun dyHKLMA runodmsa un
HaAno4YeyYHNKOB 1 Apyrux aabonesBaHnsx.

MoBbIleHne KOHLEeHTpauun HabnoaaeTcsa y 60MnbHbIX C caxapHbiM AnabeTom,
y nauueHTOB, MOMy4aloLiMX [MOKO3y BHYTPUBEHHO, BO BPeEMS CTPECcCOB U
Lepebpo-BacKynApHbIX HapyLUEHNSX.

CHMXeHne KOHUEeHTpauun HabnogaeTcs npu 3aboneBaHnax NoaXenyaoyHom
Xernesbl, NPV HapyLeHu MeTabonmama rmnoKo3bl UMn Npu ronoaaHnm.

MpuHUMN meToaa

MeTtog TpuHaepa

[nioko3a B NPUCYTCTBUM MMIOKO300KCHAa3bl OKUCNSETCS A0 MMIOKOHOBOW KUCNOThI
1 nepekvicu Bogopopa. Obpasylollascs nepekncb Bogopoda Mpu Katanuse
nepokcmaason pearvpyet ¢ eHonom u 4-aMUHOAHTUMUPUHOM, 06pasys
XUHOMNVHOBbLIN  Kpacutenb. WHTEHCUBHOCTb PO30BO-KPACHOrO OKpalLuMBaHWs
nponopumMoHanbHa KOHLEeHTpaumn rmoko3bl B obpastie.

rog

Iniokosa + O, IniokoHoBsas kucrota + H,0,

non
2H,0, + 4-AMUHOAHTUNNPUH + PeHON —— = XUHOMMHOBBIN KpacuTenb + 2H,0

CocTaB peareHToB

R1

docdatHbIn Bydep 250 mmonb/n
Mioko3ookcuaasa >25E/n
Mepokcmaasa >2E/n

deHon 5 mmonb/n

4 — aMUHO@HTUMNPUH 0.5 mmonb/n

MpurotoBneHne paboynx peareHToB
PeareHTbl roToBbl K MCMOMb30BaHMi0. XpaHUTb B 3aLLMLLEHHOM OT CBETa MecTe.

XpaHeHue u cTabunbHOCTb

He BCKpbITble peareHTbl CTabuibHbl [0 AOCTMXEHWUS YKa3aHHOro Cpoka
rOAHOCTU, ecnun xpaHsaTesa npy 2-8°C.

XpaHeHue Ha 6opTy: MuH. 30 aHel (Npy TemnepaTtype 2—10°C, B XonoAaunbHUke
npvubopa) 1 Npu yCrioBUM OTCYTCTBUSI KOHTAMUHALIMN.

O6pa3subl

HeremonuanpoBaHHas cbiBOpoTKa, nnasma (renapviH, OATA), moya
VccnenosaHune npoBoanTh B cooTBeTCTBUM C NpoTokoniom NCCLS (unv aHanoros).
CT1abunbHOCTb yMeHbluaeTcs nNpu  GakTepuranbHOM  3arpssHeHuW, 3a  cyer
rnvkonuaa. CbIBOPOTKY WnM nnasMmy HeobxoauMo OTAENUTb OT (HOPMEHHbIX
AnemMeHTOB He no3aHee, YeM Yepes Yyac nocne 3abopa kposu. [ns MHIMGMpoBaHNs
rmukonuaa Heo6xoaMmo [06aBUTb MHIMBUTOPBI TMUKONK3a.

12000051
12000087

CrtabunbHOCTb Nocne Ao6aBneHnA MHIIMGuTopa rnukonusa (dropua HaTpus
WInK Kanus, MOHOMOAMA aleTaT, MaHHOo3a):

2 AHsA npu 20-25°C

7 oHenr  npu  4-8°C

CTabunbHOCTb B ChLIBOPOTKE (OTAeneHa OT (POPMEHHBLIX IeMeHToB, Ge3
remonusa) 6e3 fo6aBneHUss MAHIMGUTOPA rMMKONU3a:

8uvacoB npu 25°C

72vaca npu 4°C

CTabunbHOCTL MIOKO3bl B MOYE:

24vaca npu 4-8°C

[ina onpepnenexvs B mMove pasbaBuTb obpasel GUAMCTUNNMPOBaHHOW BOAOW B
cootHoLueHun 1 + 10.

3arpsi3HeHHble 06pa3Libl He KCMonNb30BaTh.

Kanubposka

Mbl pekomeHayem Ansi kanubposku ucronb3oBaTb XL MYITBTUKAI, Kat. Ne
XSYS0034.

MepuoanyHocTb kanMbpoBKu:

* rocrne U3MeHeHWs NapTuK (cepumn) peareHTa

* B COOTBETCTBUM C BHYTPEHHUMU TPeBOBaHMSMU KOHTPOMS KayecTa
TpaccupoBka

Kanubpatop cTaHaapTusunpoBaH ¢ ucnonbsosaHuem |ID-MS.

KoHTponb kavecTBa
[Ina npoBeAeHUs KOHTPOIS KaYecTBa PEKOMEHAYIOTCA KOHTPOMbHbIE CbIBOPOTKM:
OPBA HOPMA, Kar. No. BLT00080, 3PBA MATOJIOIMA, Kat. No. BLT00081.

Pacuer
PesynbraThl paccunTbIBalOTCS aBTOMATUYECKV aHann3aTopoM.

KoadhcpuumeHT nepecueta
(mr/gn) x 0,056 = Mmonb/n

HopmarnbHble BennunHbI 2
YpoBeHb MIoKo3bl HaTOLAK:
HoBopoxaeHHble o mecsua:
HoBopoxaeHHble cTaplue mMecsiLa:

40 — 60 mr/gn
50 — 80 mr/an

2,24 — 3,36 Mmonb/n
2,8 — 4,48 mmons/n

Oetn: 60 — 100 mr/an 3,36 — 5,79 mmonb/n
B3pocnblit: 74 — 100 mr/an 4,14 — 5,59 mmonb/n
> 60 nert: 82 — 115 mr/gn 4,59 — 6,44 mmonb/n
> 90 ner: 75 —121 mr/an 4,2 — 6,78 mmonb/n

3,64 — 6,16 MMonb/n
<120 mr/gn (6,72 Mmonb/n)

3,64 — 5,32 mmonb/n

0,056 — 0,84 mmonb/n

KanunnsapHas kpoBb 65— 110 mr/gn
[Mioko3a nocre Harpy3o4Hon npobbl, Yepes 2 yaca:
WB (Hep) Bapocnbiii: 65— 95 mr/an
Mova: 1— 15 wmr/an
3arpsizHeHHble 06pa3Lbl XpaHEHUIO He nognexar.
MpuBedeHHble Auana3oHbl  BeNWYMH  crnedyeT  paccmaTpuBaTh — Kak
OpUeHTUpPOBOYHbIe. Kaxaon nabopaTopum Heo6xoAUMMO onpeaensTb CBOU
[AnanasoHbl.

3HayeHusA BeNU4MH

3TV 3HAYEHUs] HOpMasbHbIX BEMWYMH Obiny MomyyYeHbl Ha aBTOMAaTUYECKUX
aHanusatopax cepum ERBA XL. Pesynbratel MOryT oOTnM4yartbecs, €cnu
onpeaerneHve NPOBOAUNM Ha APYroM TUne aHanuaartopa.

Pa6ouune xapaKTepucTuku

HwxHui npenen onpepenenna/MyBcTBUTENBHOCTD:

2,34 (mr/gn) (0,131 mmonb/n)
450 (mr/gn) (25 mmonb/n)

2,34 —450 mr/gn (0,131 — 25 mmonb/n)

JInHeHoOCTL:
[Onana3oH nsamepeHum:
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BocnpousBogumocTtb

. CpenHeapudmMeTuyeckoe SD cv
BuyTpucepuiinas N 3HayeHue  (mr/an) (mr/an) (%)
O6paszeu 1 20 153,75 1,61 1,05
Ob6pasen 2 20 239,64 3,93 1,66
. CpepHeapudmMeTuyeckoe SD Ccv
Mexcepuiras N 3HayeHue  (mr/an) (mr/an) (%)
O6paszeu 1 20 97,14 1,61 1,64
Ob6paszey 2 20 258,39 3,04 1,19

CpaBHeHue MeToaoB

CpaBHeHue 6bino npoBefseHo Ha 40 obpasuax c ucnonb3oBaHuem XL-
-CUCTEMHbIX peareHToB [Mtoko3a (y) U UMeILMNXCSH B NMpodaxe peareHToB C
KOMMepYeCKN JOCTYMHON METOANKOW (X).

Pesynbrathbl:

y =1,000 x - 0,714 (mr/an) r=0,999 (r — koadppnumneHT Koppenauum)

CneundmyHocTb / Bnusiowme BewecTsa
Femorno6uH go 7,5 r/n, bunvupyoux go 30 mr/gn v Tpurnuuepvabl 4o 750 mr/gn
He BMUSIOT Ha pe3ynbTaThbl.

MpeaynpexaeHus U Mepbl NPeAOCTOPOXKHOCTN

Habop peareHToB npegHasHaveH Ans in vitro AuarHOCTUKKM NpodeccroHanbHoO
06y4eHHbIM nabopaHToM. PeareHTbl BXoAsiLUME B HAGOp He copepkaTt onacHble
BellecTBa.

Pearent R1 copepxut 0,74% NaOH n knaccudumumpyeTca kak pasgpaxuTens,
a Takke cogepxut merHee 0,1% asuga HaTpuA, KOTOPLIN Knaccuduumpyetcs Kak
TOKCUYHOE 1 OMacHoe BELLECTBO AJ1s1 OKpYXaloLLei cpeabl.

MpenynpexaexHne

O603HavyeHue onacHocTu (H):

H315 Bbi3biBaeT pasgpaxeHue Koxu.

H319 Bbi3biBaeT cepbe3Hoe pasapaxeHue rnas.

Mepa npeaoctopoxHocTu (P):

P280 Monb3oBaTbCcs 3aLUMTHBIMU NEpYaTKaMu/3aLLUTHOM OAEXAON / cpeacTBaMm
3aWwuThl rmas / nuua.

P302 + P352 MNP MOMNAJAHUU HA KOXY: MpoMbITb 60MbLLMM KOMYECTBOM
BOfbI.

P305 + P351 + P338 MPW MOMAOAHWN B TTIA3A: OCTOPOXHO MPOMbITb rnasa
BOAOW B TeYEHWe HEeCKONMbKUX MUHYT. CHATb KOHTaKTHbIE NUH3bl, €Cru Bbl
nonb3yeTech UMW 1 eCnn aTo nerko caenatb. MNpoaomknTe NPoMbIBaHKE rnas.

YTunusaums ucnonb3oBaHHbIX MaTepuanos
B COOTBETCTBUM C CYLLECTBYIOLMMI B KaXOOW CTpaHe npaBunamv Ans JaHHOro
BMAa mMaTtepuvana.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com
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ASSAY PARAMETERS (conventional units) ASSAY PARAMETERS (Sl units) rlb N

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 XL SysPack
Test GLU GLU GLU GLU GLU GLU Test GLU GLU GLU GLU GLU GLU
Test Code 23 23 23 23 23 23 Test Code 23 23 23 23 23 23
Report Name Glucose Glucose Glucose Glucose Glucose Glucose Report Name Glucose Glucose Glucose Glucose Glucose Glucose
Unit mg/d| mg/dl mg/dI mg/dI 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 660 660 660 660 660 660 Wavelength-Secondary 660 660 660 660 660 660
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 32 34 48 60 29 32 M2 Start 32 34 48 60 29 32
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 22 2.2 2.2 2.2 2.2 22 React. Abs. Limit 22 22 2.2 2.2 2.2 2.2
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 2.34 2.34 2.34 2.34 2.34 2.34 Technical Minimum 0.13 0.13 0.13 0.13 0.13 0.13
Technical Maximum 450 450 450 450 450 450 Technical Maximum 25.2 25.2 25.2 25.2 25.2 25.2
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 0.2 0.2 0.2 0.2 0.2 0.2 Reagent Abs Max 0.2 0.2 0.2 0.2 0.2 0.2
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 GLUR1 GLUR1 GLU R1 GLU R1 GLUR1 GLUR1 Reagent R1 GLUR1 GLUR1 GLUR1 GLUR1 GLU R1 GLU R1
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 | GLU | GLU | GLU | GLU | GLU | GLU Test | GLU | GLU | GLU | GLU | GLU | GLU
Sample Type | SERUM [ SERUM | SERUM [ SERUM | SERUM | SERUM Sample Type | SERUM | SERUM | SERUM [ SERUM | SERUM | SERUM
Sample 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 GLU GLU GLU GLU GLU GLU Test GLU GLU GLU GLU GLU GLU
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 74 74 74 74 74 74 Normal-Lower Limit 4.1 4.1 4.1 4.1 4.1 4.1
Normal-Upper Limit 100 100 100 100 100 100 Normal-Upper Limit 5.6 5.6 5.6 5.6 5.6 5.6
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 74 74 74 74 74 74 Normal-Lower Limit 4.1 4.1 4.1 4.1 4.1 4.1
Normal-Upper Limit 100 100 100 100 100 100 Normal-Upper Limit 5.6 5.6 5.6 5.6 5.6 5.6
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- <A-100- <A-200- <A-300/600- <A-640- <A-1000- <A-180-

S8 Revision GLU-1 GLU-1 -GLU-1 GLU-1 GLU-1 GLU-1 Revision GLU-1 GLU-1 -GLU-1 GLU-1 GLU-1 GLU-1

@ @ 20.08.2013> | 20.08.2013> | 20.08.2013> | 20.08.2013> | 20.08.2013> | 12.12.2013> 20.08.2013> | 20.08.2013> | 20.08.2013> | 20.08.2013> | 20.08.2013> | 12.12.2013>
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SYMBOLS USED ON LABELS / CUMBOIJbl, UCMOJNb3YEMbIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use

KatanoxHbin Ne MpoussoaunTens CMOTpETb UHCTPYKLMIO
npu Ucnonb3oBaHun

Lot Number c CE Mark - Device comply with Storage Temperature
Cepusi the Directive 98/79/EC Cobniofate Temnepartypy XpaHeHust
3Hak CE - cooTBeTcTBME

[vpexTuse 98/79/EC

Expiry Date In Vitro Diagnostics - Content / ConepxaHne
2 Cpok rogHocTh VD [ns in vitro gnarHocTukn CONT

QUALITY SYSTEM CERTIFIED M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
1SO 9001 1SO 13485 e-mail: diagnostics@erbalachema.com, www.erbamannheim.com
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