Dr Miiller Geratebau GmbH Geritebau GmbH

Examination report of the materials from the company ECO-Service

1. Introduction

The Russian company ECO Service is vending consumption materials for the measurement
systems of the SUPER GL series. It should investigated if the materials applicable for the
SUPER GL series or not.

2. Materials
In Figure 1 is shown the package content. Because one of the bottles (Reagent 1) was not
tight, the labels of the small bottles were a little bit damaged.
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Figure 1: Package content

In Table 1 is included the materials that were used. They at the package insert mentioned
vials (Kat. No. B-42152/500 or B-42152/1000) were not available.

Table 1: The Materials which were used from the company ECO Service

Item Kat.-No. Description

Reagent 1 B-42151-1 Solution in bottle

Reagent 2 B-42151-2 Solution for calibration 12 mmol/L glucose, 10 mmol/L
lactate

Reagent 3 Control solution 4 mmol/L glucose, 2 mmol/L lactate

Reagent 4 B-42151-3 Control solution 12 mmol/L glucose, 10 mmol/L lactate

Reagent 5 Control solution 30 mmol/L glucose, 25 mmol/L lactate
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3. Characteristics of the materials

In Table 2 is included the chemicals and the concentrations of the solution Reagent 1 of the
company ECO-Service. The composition of the solution is very different to the Hemolysate
System solution of the company Dr Mueller Geraetebau GmbH.

It is shown also at the physical values in Table 3 and at the registered UV-Spectra of both
solutions. In Figure 2 are showed the different spectra.

Table 2: The used chemicals and they concentration in Reagent 1 accordingly the package insert

Chemical Concentration
potassium dihydrogen phosphate 15 mmol/L
sodium hydroxide 20 mmol/L
benzoic acid 15 mmol/L
potassium chloride 10 mmol/L
triton X-100 1g/L

sodium azide 8 mmol/L
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Figure 2: Comparison of the UV-Spectra between Hemolysate System Solution (Dr Mueller
Geraetebau) and different solutions from the company ECO-Service
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Table 3: Measurement of the physical values of the ECO-Service solution (Reagent 1)
Unit  measured value Target Range
ECO-Service Dr Mueller Solution
pH 7,01 6,80—-7,20 6,55 -6,85
Conductivity mS/cm 4,91 n/a 5,53-5,57

4. Comparison of the measurement of precision

At the first test were measured the precision of the glucose and lactate measurement. It was
measured 30 samples of solution of calibration. The summary of the results is shown at the
Table 4.

Table 4: Results of the precision measurement. The Measuring of glucose and lactate in each sample
were occurred at the same run.

Device SUPER GL (218) SUPER GL (52)
Solution in bottle Reagent 1 (ECO-Service) Hemelysate-System solution
(Dr Mueller)
Solution of Calibration Reagent 2 (ECO-Service) Calibration solution (Dr Mueller)
Solution of Samples Reagent 2 (ECO-Service) Calibration solution (Dr Mueller)
Number of Samples 30
Analyte Glucose
Target value 216 mg/dl
Series 1 Series 2 Series 3 Series 1 Series 2 Series 3

Average [mg/dl] 223 213 229 213 212 213
Sdev [mg/dl] 6,92 6,94 6,85 1,21 1,54 1,38
CV% 3,10 3,27 2,99 0,570 0,727 0,649
Trueness [%] 3,15 -1,54 5,93 -1,44 -1,67 -1,33
Measurement value

Max 239 227 246 217 215 217

Min 206 199 214 212 210 212
Range (Max-Min) [mg/dl] 33,0 28,0 32,0 5,0 5,0 5,0
Range (Max-Min)/ Target
value [%] 15,3 13,0 14,8 2,31 2,31 2,31
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Table 4: (Continuation)

Analyte Lactate
Target value 90 mg/dI
Series 1 Series 2 Series 3 Series 1 Series 2 Series 3

Average [mg/dl] 94,1 88,5 95,1 91,4 90,4 91,0
Sdev [mg/dl] 4,91 4,42 4,79 0,904 0,896 0,862
Variation Coefficient
Indication % 5,22 4,99 5,04 0,988 0,991 0,946
Trueness [%] 4,57 -1,63 5,61 1,57 0,467 1,16
Measurement value

Max 102 96,5 103 93,5 92,1 92,8

Min 87,9 83,3 88,9 90,2 89,0 89,6
Range (Max-Min) [mg/dlI] 14,1 13,2 14,1 3,30 3,10 3,20
Range (Max-Min)/ Target
value [%)] 15,7 14,7 15,7 3,67 3,44 3,56

The Results of device with the solutions of the company ECO-Service measurements of
precision were shown that measurement values were strongly scattered.

In Table 2 is included the performance assessment data of the SUPER GL for precision (24
samples) from the company Dr Mueller Geraetebau GmbH. These targets were no achieved
with the solutions of the company ECO-Service.

Table 5: Performance assessment data for Precision (24 samples) - Variation Coefficient Indication of
the device SUPER G

Analyte Concentration Variation Coefficient Indication
Glucose 12 mmol/l or 216 mg/dl <15%
Lactate 10 mmol/l or 90 mg/dI <2.5%

The standard deviations of the measurements were very high by the device with solutions of
the company ECO-Service. At the next step was investigated the effect of changing of
solution on the biosensor. It was measured three times calibration solution (Dr Mueller),
three times Reagent 1 without analyte (ECO-Service) and three times calibration solution (Dr
Mueller) again. In the bottle was filled Hemolysate-System solution (Dr Mueller). The results are
shown at the Table 5. The lower measurement values after the change from Reagent 1 to
calibration solution were demonstrated the negative influence on the biosensor.
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Table 6: Effect of the change of solutions

Device

Solution in bottle
Solution of calibration
Sample solutions

Measuring unit: [mg/dL]

SUPER GL2 (1)
Hemolysate-System solution (Dr Mueller)
Calibration solution (Dr Mueller)

Calibration solution (Dr Mueller) and
Reagent 1 (without analyte, ECO-Service)

Analyte: Glucose

Results of measurements
series1 series2 series3

Deviation from target

value [%]
series1 series2 series3

Target

value
Cal. solution (Dr Mueller) 216 215 214 215 -0,46 -0,93 -0,46
Cal. solution (Dr Mueller) 216 216 215 216 0,00 -0,46 0,00
Cal. solution (Dr Mueller) 216 216 216 215 0,00 0,00 -0,46
Reagent 1 (ECO-Service) 0 12,3 12,7 12,7
Reagent 1 (ECO-Service) 0 13,3 13,4 13,6
Reagent 1 (ECO-Service) 0 13,4 13,6 13,7
Cal. solution (Dr Mueller) 216 209 208 208 -3,24  -3,70 -3,70
Cal. solution (Dr Mueller) 216 211 212 212 -2,31 -1,85 -1,85
Cal. solution (Dr Mueller) 216 213 214 214 -1,39 -0,93 -0,93

Deviation from target
Analyte: Lactate Results of measurements value [%]
series1l series2 series3 series1 series2 series3

Target

value
Cal. solution(Dr Mueller) 90 89,6 89,5 89,6 -0,44 -0,56 -0,44
Cal. solution(Dr Mueller) 90 89,7 89,7 90,1 -0,33 -0,33 0,11
Cal. solution(Dr Mueller) 90 89,8 90,2 90,1 -0,22 0,22 0,11
Reagent 1 (ECO-Service) 0 - - -
Reagent 1 (ECO-Service) 0 ——-n -—-- -
Reagent 1 (ECO-Service) 0 - - -
Cal. solution(Dr Mueller) 90 84,9 85,0 85,3 -5,67 -5,56 -5,22
Cal. solution(Dr Mueller) 90 87,8 89,1 88,4 -2,44 -1,00 -1,78
Cal. solution(Dr Mueller) 90 89,0 90,1 89,6 -1,11 0,11 -0,44

The negative influence on the biosensor of the Reagentl is also shown at the next
investigation. Two new biosensors at the same lot number were inserted in two devices of
type SUPER GL. In one of the device (GL 218) was filled in the bottle the Reagent 1 (ECO-
Service). In the bottle of the other device (GL 52) was filled Hemolysate-System solution (Dr
Mueller Geraetebau). The devices were working in stand by- or in auto calibration mode. In
both modes the solution is regularly changing by the biosensor. The device with Reagent 1 in
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the bottle was calibrated with Reagent 2 (ECO-Service). The device with Hemolysate-System
solution in the bottle was calibrated with calibration solution (Dr Mueller Geraetebau). The
signal values of the calibration were recorded. In Figure 3 is shown the comparison of the
signal values of the calibration between the devices.
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Figure 3: Comparison of the signal values of the calibration between the device with Reagent 1 and
the device with Hemolysate-System solution in the bottle. Signal values were normed according to
amplification stage.

5. Measurements of recovery

At the next investigations were measured the recovery of aqueous standard and control
solutions. At the first part were measured the recovery the calibration solution (reagent 2)
and the control solutions (reagents 3 to 5) by ECO-Service. The Table 7 is included the results
of those measurements.
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Table 7: Results of the measurement of standard and control solutions of the company ECO-
Service

Device SUPER GL 218 (Reagent 1 in bottle for long time investigation)
Solution in bottle Reagent 1 (ECO-Service)

Solution of calibration Reagent 2 (ECO-Service)

Sample solutions Reagent 2 to Reagent 5 (ECO-Service)

Measuring unit: [mg/dL]

Analyte: glucose Target Results of measurements PSR RT rResvelle

value [%]

seriesl  series2 series 3 seriesl series2 series3

Reagent 2 (ECO-Service) 216 240 227 224 11,1 5,09 3,70
Reagent 3 (ECO-Service) 72,0 99,9 98,6 101 38,8 36,9 40,3
Reagent 4 (ECO-Service) 216 215 214 216 -0,463 -0,926 0,000
Reagent 5 (ECO-Service) 540 461 454 448 -14,6 -15,9 -17,0

Target
Analyte: Lactate Results of measurements

value
Reagent 2 (ECO-Service) 90,0 99,2 95,1 88,4 10,2 5,67 -1,78
Reagent 3 (ECO-Service) 18,0 21,1 20,1 31,6 17,2 11,7 75,6
Reagent 4 (ECO-Service) 90,0 91,8 87,1 87,8 2,00 -3,22 -2,44
Reagent 5 (ECO-Service) 225 218 204 201 -3,11 -9,33 -10,7

At the second part of the recovery were measured aqueous standard solutions (undiluted)
and control solutions by the company Dr Mueller Geraetebau. It was compared the results of
two different device. At the bottle of the SUPER GL (SN 94) was filled Reagent1 (ECO-
Service) the system was calibrated with Reagent 2 (ECO-Service). At the bottle of the other
SUPER GL (SN 52) was filled Hemolysate-System Solution (Dr Mueller). This device was
calibrated by Calibration Solution (Dr Mueller). The aqueous standard solutions for booth
devices were diluted at the ratio 1 : 51. Because the sample cups from ECO-Service were not
available, it was used Reagent 1 for the dilution of the samples of the device SUPER GL
(SN 94). The samples of the SUPER GL (SN 52) were diluted in with Glucocpil reaction solution
pre-filled sample cups (Dr Mueller).

The GL-control solutions are pre-diluted (1 : 51) control solutions (Dr Mueller). The results of
measurements are shown in Table 8 and in Table 9.
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Table 8: Results of the measurement of aqueous standard solutions by using solutions of the
company ECO-Service

Device SUPER GL 94

Solution in Bottle Reagent 1 (ECO-Service)

Solution of Calibration Reagent 2 (ECO-Service)

Solution in cups Reagent 1 (ECO-Service) plus aqueous standard solutions

(Dr Mueller), diluted, 1 : 51
GL-Control solutions (ready to use, Dr Mueller)
Measuring unit: [mg/dL]

Deviation from target value

Analyte: Glucose Target value Results of measurements %]
series 1 series2 series3 series1 series2 series3

Reagent 2 (ECO-Service) 216 220 228 234 1,85 5,56 8,33
Reagent 1 plus aq. Stand. 50,0 66,1 68,6 67,7 32,2 37,2 35,4
Reagent 1 plus aq. Stand. 100 117 104 104 17,0 4,00 4,00
Reagent 1 plus aq. Stand. 216 217 209 213 0,46 -3,24 -1,39
Reagent 1 plus sec. Stand. 216 216 211 230 0,00 -2,31 6,48
Reagent 1 plus YSI-Stand. 180 185 174 186 2,78 -3,33 3,33
GL-Control N 191200-1 81,1 102 90,0 92,6 25,8 11,0 14,2
GL-Control P 191200-2 200 199 214 212 -0,50 7,00 6,00

Analyte: Lactate

Reagent 2 (ECO-Service) 90,0 90,4 93,5 95,3 0,44 3,89 5,89
Reagent 1 plus ag. Stand. 20,0 25,0 24,0 23,7 25,0 20,0 18,5
Reagent 1 plus ag. Stand. 45,0 49,4 46,1 47,7 9,78 2,44 6,00
Reagent 1 plus ag. Stand. 90,0 97,0 99,0 101,0 7,78 10,0 12,2
Reagent 1 plus sec. Stand. 90,0 94,2 91,2 96,3 4,67 1,33 7,00
Reagent 1 plus YSI-Stand. 45,0 51,0 46,7 48,7 13,3 3,78 8,22
GL-Control N 191200-1 15,4 19,0 16,9 16,4 20,1 9,74 6,49
GL-Control P 191200-2 35,7 38,3 41,0 40,5 7,28 14,8 13,4
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Table 9: Results of the measurement of aqueous standard solutions by using solutions of the
company Dr Mueller Geraetebau GmbH

Device SUPER GL 52

Solution in bottle Hemolysate System Solution (Dr Mueller)

Solution of calibration Calibration Solution (Dr Mueller)

Solution in cups Glucocpil reaction solution (Dr Mueller) plus aqueous

standard solutions (Dr Mueller), diluted, 1: 51
GL-Control solutions (ready to use, Dr Mueller)
Measuring unit: [mg/dL]

Deviation from target value

Analyte: Glucose Target value Results of measurements %]
series1 series2 series3 series1l series2 series3

Calibration Solution 216 216 214 216 0,00 -0,93 0,00
Glucocpil sol. plus aq. Stand. 50,0 50,7 51,1 51,2 1,40 2,20 2,40
Glucocpil sol. plus aq. Stand. 100 102 103 104 2,00 3,00 4,00
Glucocpil sol. plus aqg. Stand. 216 212 212 213 -1,85 -1,85 -1,39
Glucocpil sol. plus sec. Stand. 216 212 212 214 -1,85 -1,85 -0,93
Glucocpil sol. plus YSI-Stand. 180 183 183 184 1,67 1,67 2,22
GL-Control N 191200-1 81,1 83,1 83,6 84,4 2,47 3,08 4,07
GL-Control P 191200-2 200 196 199 201 -2,00 -0,50 0,50
Analyte: Lactate

Calibration Solution 90,0 89,9 89,2 90,5 -0,11 -0,89 0,56
Glucocpil sol. plus aq. Stand. 20,0 20,5 20,3 20,3 2,50 1,50 1,50
Glucocpil sol. plus aq. Stand. 45,0 45,2 46,7 46,3 0,44 3,78 2,89
Glucocpil sol. plus aq. Stand. 90,0 92,9 94,0 92,9 3,22 4,44 3,22
Glucocpil sol. plus sec. Stand. 90,0 87,9 88,0 88,3 -2,33 -2,22 -1,89
Glucocpil sol. plus YSI-Stand. 45,0 46,2 46,7 46,5 2,67 3,78 3,33
GL-Control N 191200-1 15,4 16,1 16,3 16,0 4,55 5,84 3,90
GL-Control P 191200-2 35,7 36,0 36,4 36,6 0,84 1,96 2,52

6. Conclusion

With the results of the investigations were shown that the solutions of the company ECO-
Service is unsuitable for measurement of glucose and lactate by the devices of SUPER GL
series. The characteristics of the solutions are not in accordance with the original solutions
of the company Dr Mueller Geraetebau GmbH. The biosensors were impaired when they
contacted with the solutions of the company ECO-Service. The results are shown in Table 6.

The sensor of lactate was completely destroyed after only 26 days during the long time
investigation (Figure 3). When the solutions of the company ECO-Service are used by the
device, the results of performance assessment data of precision were no achieved (Table 4
and Table 5). The recovery rates of the targets values are fluctuated very strong by the

Page 9 of 10 Rev. 01 16.03.2021



Dr Mﬁ”er Gerétebau GmbH Geritebau GmbH

measurements of aqueous standard solutions and control solutions (Table 8). The control
solutions Reagent 3, Reagent 4 and Reagent 5 (ECO-Service) are dedicated for the solution
system of ECO-Service. The results of these solutions are partially deviated strong from the
target values.

Therefore it may be concluded that, the application of the investigated solutions of the
company ECO-Service cannot be recommended by the SUPER GL devices. The use of ECO-
Service solutions on instruments of the series SUPER GL may generate a high risk of false or
instable patient results.

Freital, 16 March 2021

| Burgker Stro 133
017777 #14i

Dr Mueller Geraetebau GmbH
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3ak/1l0yeHue 3KCNepTU3bl MaTeprasios NPOU3BOACTBA KOMNAHUN
3KO-CepBuc

1. BBenenne

Poccuiickaas komnaHnua 3KO-CepBUC 3aHMMaeTca Npogakei PacxogHblX MaTepuanos Ana
Ananusatopos cepun SUPER GL. Heobxoaumo wuccnenoBaTb COBMECTMMOCTb AaHHbIX
martepuanos ¢ AHanusatopamu cepumn SUPER GL.

2. Marepnansl

Ha PucyHke 1 nokasaHo cogepxaHue. [OCKONbKY oguH U3 ¢nakoHoB (PeareHT 1) He 6bin
repmMeTUYHbIM, STUKETKU MaNieHbKUX GNaKOHOB Obl/IM HEMHOTO NOBPEXAEHbI.
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PucyHok 1: CopeprKaHue ynakoBKku

B Tabnuue 1 ykasaHa uHdopmauma o maTepuanax, Kotopble BblIM UCNONb30BaHbl B XOA4e
uccneposaHua. Habop He BKawuan B cebs ¢nakoHbl ¢ Aptukynamu B-42152/500 wunu
B-42152/1000, yka3aHHble B MHCTPYKLMMK.

Tabauua 1: Matepuansl npoussoacTsa IKO-CepBuc, UCNOb30BaHHbIE B XO€e UCCNeA0BaHUA

HaumeHoBaHue ApTuUKyn OnucaHue

PeareHnT 1 B-42151-1 Pactsop Bo dpnakoHe

PeareHT 2 B-42151-2 KanubposouHbiit pactBop 12 Mmob/n rnoKo3a,
10 mmonb/n nakrat

PeareHT 3 KOHTpONbHbIN pacTBop 4 MMOAb/N FNIOKO3a,
2 MMonb/n nakraT

PeareHT 4 B-42151-3 KoHTponbHbIl pacTBop 12 MMoAb/A rNoKo3a,
10 mmonb/n nakrat

PeareHT 5 KoHTponbHbIl pactBop 30 MMoAb/A rNtoKo3a,

25 Mmonb/n nakrtar
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3. XapakTepHCTHKH MaTepHAI0B

Tabnuua 2 coaepXut UHPOPMaLMI0O O XMMMYECKOM COCTaBe M KOHUEHTpauuAx pacTBopa
PeareHT 1 npounssogctea kKomnanun IKO-Cepsuc. CoctaB pacTBopa 3Ha4YUTE/IbHO OT/IMYAETCA OT
CUCTEMHOTO remonusupyoLLero pactsopa npoussoacrsa Dr Mueller Geraetebau GmbH.

TaKKe OTAnYMe MpoCneXuBaerca No GU3MYECKUM 3HAYEHWUAM, YKasaHHbIM B Tabauue 3, u no
3aperncTpmMpoBaHHbiM YO-cnektpam obounx pacteopos. Ha PUcyHKe 2 NOKasaHo oTin4ue mexay
pasHbimn YP-cnektpamu.

Tabauua 2: XMMMUECKui CoCTaB U KOHLeHTpauun PearenTtsl 1 cornacHo UHCTpyKuun

XuMuueckuit coctas KoHueHTpauum
Kanuit pocPopHOKUCbIA OAHO3AMELLEHHDIN 15 mmonb/n
rMAPOOKUCH HATPUA 20 mmonb/n
6eH30MHan KMcnoTa 15 mmonb/n
Ka/Iu XTIOPUCTbIN 10 mmonb/n
TputoH X-100 1r/n
HaTpuA a3ung, 8 mmonb/n

1
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=== CLICTEMHbI} remonsupyoLmnii pacreop (Dr. Mueller Geraetebau)
sses PEArEHT 1 (3KO-CepBHuc)
—___ PearenT 2 Kannb6posouHbiit pactsop (IKO-Cepsuc)

PucyHok 2: CpaBHeHue YO-CnekTpos CMCTEMHOIO remMo/IM3UpYIOLLLEro pacTeopa (Dr Mueller
Geraetebau) 1 pasnuuHbIx pacTeopoB nponssoacTea KomnaHun IKO-Cepsuc

Page 2 of 10 Rev. 01 16.03.2021



9
Dr Miiller Geratebau GmbH Gerstebau GmbH

Tabnuua 3: UsmepeHune GpusMUYECKUX BEIMUUH pacTBOPOB NpoussoacTea DKO-Cepeuc (PeareHT 1)

EamMHuua U3mepsaemoe LleneBoli guanasoH

U3mepeHus 3HayeHue
3KO-Cepsuc Dr Mueller Solution

pH 7,01 6,80—-7,20 6,55-6,85
Nposogumocte ~ MCm/cm 4,91 H/0 5,53-5,57

4. CpaBHeHHe TOYHOCTH H3MepPEHHI

Mpu nepBom TeCcTMpPOBaHMU U3MepANacb TOYHOCTb ONpeaeneHus YPOBHA FNIOKO3bl U nakraTta. bbiio
namepeHo 30 obpasuoB KannbpoBoyHOro pacTteopa. KpaTkoe u3noxeHue pesynbTaToB NpUBEAEHO B
Tabnuue 4.

Tabnuua 4: Pe3ynbTaTbl aHanuW3a TOYHOCTUM M3MepeHui. U3MepeHue [/I0KO3bl M NaKTaTa B Kaaom
06pasLe NponsBOAMIOCH B OAHOM U TOM 3Ke peskume.

AHanusatop SUPER GL (218) SUPER GL (52)
PacTBOp B KOHTEWNHEpE PeareHT 1 (3KO-CepBuc) SRS .
reMoIN3npyHoLLMii pacTeop
(Dr Mueller)
KannbposouHblii pactBop PeareHT 2 (9KO-CepBsuc) KanubposouHelit pactsop (Dr Mueller)
PacTBop npobsl PeareHT 2 (9KO-CepBuc) KanubposouHbii pactsop (Dr Mueller)
Konuuecrso obpasuos 30
AHanut FnoKosa
Llenesoe 3HaueHune 216 mr/an
Cepusa 1l Cepua 2 Cepusa 3 Cepual Cepua 2 Cepua 3

CpeaHui pesynbTat
[mr/an] 223 213 229 213 212 213
CTaHAapTHOE OTKNOHEeHUue
[mr/an] 6,92 6,94 6,85 1,21 1,54 1,38
V% 3,10 3,27 2,99 0,570 0,727 0,649
ToyHoCTb [%] 3,15 -1,54 5,93 -1,44 -1,67 -1,33
[OnanasoH usmepeHus

Makc 239 227 246 217 215 217

MuH 206 199 214 212 210 212
AunanaszoH (Makc-MuH) 33,0 28,0 32,0 5,0 5,0 5,0
[mr/pn]
OuanasoH (Makc-MuH)/
Lienesoe 3HayeHue [%] 15,3 13,0 14,8 2,31 2,31 2,31
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Tabauua 4: (MpoaonxeHue)

AHanut Nakrar
Llenesoe 3HauyeHue 90 mr/pn
Cepua l Cepua 2 Cepua 3 Cepusa 1l Cepua 2 Cepua 3

CpepHuit pesynbTat [mr/an] 94,1 88,5 95,1 91,4 90,4 91,0
CraHgapTHOE OTK/IOHEeHUue
[mr/gn] 4,91 4,42 4,79 0,904 0,896 0,862
CV% 5,22 4,99 5,04 0,988 0,991 0,946
TouHoCTb [%] 4,57 -1,63 5,61 1,57 0,467 1,16
[vnanasoH usmepeHus

Makc 102 96,5 103 93,5 92,1 92,8

MuH 87,9 83,3 88,9 90,2 89,0 89,6

OunanasoH (Makc-MuH)

[ar/an] 14,1 13,2 14,1 3,30 3,10 3,20
OunanasoH (Makc-MuH)/
Llenesoe 3HaueHue [%] 15,7 14,7 15,7 3,67 3,44 3,56

Pe3ynbTaTbhl uccnefoBaHUA TOYHOCTM WM3MEPEHUW Ha aHanAu3aTope C pacTBOpamu MPOM3BOACTBA
KomnaHuun IKO-CepBuc Nnokasanu, 4To M3MmepAaemble 3Ha4eHUA CUIbHO Pa3bpocaHsl.

B Tabauuy 2 BkAOYEHbl faHHble oueHKU 3¢ deKkTUBHOCTM paboTsl aHanusatopa SUPER GL ot komnaHum
Dr Mueller Geraetebau GmbH no nokasatenam TouHoctu (24 obpasua). JaHHble noKasatenu He 6binun
AOCTUFHYTbI Npu paboTe ¢ pacTBopamu komnaHum "IKO-Cepsuc".

Tabnuua 5: [aHHble oueHKU 3GPEKTUBHOCTM NO MoKasaTenamM TouHocTu (24 obpasua) - Ko3apduumeHT
Bapuauuu UsmepeHuit Ha aHaausatope cepuu SUPER GL

AHanut KoHueHTpauma KoadduumeHT Bapmaumm
Fnoko3sa 12 mmonb/n vnu 216 mr/pn <15%
Nakrar 10 mmonb/n vnn 90 mr/an <25%

CraHAapTHbIe OTKNOHEHMA n3mepeHunit Obiin o4eHb BbICOKM NpU paboTe Ha aHanM3aTope ¢ pacTBopamu
KomnaHuu "3KO-Cepsuc". Ha cneaytowem stane 6bi10 UccnesoBaHo BAMAHME pacTBopa Ha ceHcop. Ero
U3MepANu TpUXAbl KannubposouHbim pactBopom (Dr Mueller), Tpuxkabl PeareHtom 1 6e3 aHanuta (KO-
Cepsuc) n cHoBa TpuxAbl KanubposouHbim pactesopom (Dr Mueller). KoHTeliHep 6bin 3anonHed
CucrtemHbim remonusupytowmm pactsopom (Dr Mueller). PesynbTathl npuseaeHbl 8 Tabauue 5. bonee
HU3KME 3HaYeHUA u3MepeHuin nocne nepexofda oT PeareHTal K KanubpoBouyHOMY pacTBOpy
CBMAETENbCTBOBA/IM O HEFATUBHOM BIMSHUU Ha CEHCOPp.
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Tabnuua 6: 3PdeKT OT cMeHbl pacTBOPOB

AHanuzaTop SUPER GL2 (1)

PactBop B KOHTEMHEpPE CUCTEMHBII reMONU3UPYIOLMIA PacTBOP
(Dr Mueller)

KanubpoBouHblii pacTeop KanubposouHsbiit pactsop (Dr Mueller)

Pacteop npobbl KannbposouHbiii pactBop (Dr Mueller) u

PearenT 1 (6e3 aHanuTa, DKO-Cepsuc)
EAnHMUBLI UI3MepeHus:

[mr/pn]
OTknoHeHue oT
AHanut: [noKo3a PesynbTaTthl UsmepeHus L,eNeBoro 3HavyeHun
(%]
cepual cepmna2 cepua3 cepual cepua2 cepua3l

Uenesoe

3HayeHue
Kan. pacteop (Dr Mueller) 216 215 214 215 -0,46 -0,93 -0,46
Kan. pacteop (Dr Mueller) 216 216 215 216 0,00 -0,46 0,00
Kan. pacteop (Dr Mueller) 216 216 216 215 0,00 0,00 -0,46
PeareHT 1 (9KO-CepBuc) 0 12,3 12,7 12,7
PeareHT 1 (3KO-Cepsuc) 0 13,3 13,4 13,6
PeareHT 1 (3KO-CepBsuc) 0 13,4 13,6 13,7
Kan. pacteop (Dr Mueller) 216 209 208 208 -3,24 -3,70 -3,70
Kan. pacteop (Dr Mueller) 216 211 212 212 -2,31 -1,85 -1,85
Kan. pacteop (Dr Mueller) 216 213 214 214 -1,39 -0,93 -0,93

OTKNOHeHue oT
AHanut: Nlakrat Pe3ynbTaTtbl U3mepeHun L,eN1eBOro 3HayeHusa
(%]
cepual cepua2 cepua3l cepual cepua2 cepua3

Lenesoe

3HayeHue
Kan. pacteop (Dr Mueller) 90 89,6 89,5 89,6 -0,44 -0,56 -0,44
Kan. pactsop (Dr Mueller) 90 89,7 89,7 90,1 -0,33 -0,33 0,11
Kan. pacteop (Dr Mueller) 90 89,8 90,2 90,1 -0,22 0,22 0,11
PeareHT 1 (3KO-Cepsuc) 0 - o e
PeareHnt 1 (3KO-Cepsuc) 0 ---- - ----
PeareHT 1 (3KO-Cepsuc) 0 ---- ---- ----
Kan. pactsop (Dr Mueller) 90 84,9 85,0 85,3 -5,67 -5,56 -5,22
Kan. pactsop (Dr Mueller) 90 87,8 89,1 88,4 -2,44 -1,00 -1,78
Kan. pacteop (Dr Mueller) 90 89,0 90,1 89,6 -1,11 0,11 -0,44

HeratusHoe BauAaHMe PeareHTal Ha CEHCOp MNOKas3aHO TaKXKe nNpu cheaylolem
uccneposaHuu. [1a HOBbIX CEHCOpa C OAUHAKOBbIM HOMEPOM NapTumn BblIN MCNOb30BaHbI
npu pabote Ha aByx aHanusatopax cepun SUPER GL. Mpu paboTe Ha aHanusaTope ¢
cepuitHbim Homepom GL218 ana 3anonHeHUa KoHTelHepa bbin ucnonb3osaH PeareHT 1
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(3KO-CepBsuc). B KoHTeiltHep BTOpPOro aHanusaTopa C cepuitHbim Homepom GL52 6bin 3anuT
CuctemHbivi remonusupytowwmii pacteop (Dr Mueller Geraetebau). AHanusatopsbl pabotanu 8
peXxume OXUIaHUA U B PEXMUME aBTOMATUUYECKOM Kannubposku. B obounx pexkumax pactsop
perynapHo wucnonb3oBancA ceHcopamu. AHanusatop ¢ PeareHTom 1l B KOHTeliHepe
Kanubposanu PeareHTom 2 (3KO-CepBuc). AHanuszatop ¢ CUCTEMHbIM TEeMOJIU3UPYIOWMUM
pacTBOpomM B KOHTeWHepe Kanubposann KanubposouHbim pacteopom (Dr Mueller
Geraetebau). PernctpupoBanucb 3HaueHUs CUrHanoB Kannbposku. Ha PucyHke 3 nokasaHo
CpaBHEHWe 3HaYeHUI CUTHaNa KaMBPOBKU MeXay aHann3aTopamu.
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Konuuecrso gHewn
1 Fnoko3a GL 52 (Cucrt. remon. pacteop) 1 laktaT GL 52 (Cucr. remon. pacteop)
Fnoko3sa GL 218 (PeareHT 1) @ NlakTaTt GL 218 (PeareHT 1)

PucyHoK 3: CpaBHEHMe 3HauyeHWW curHana KannmbpoBKU Mexay AHanM3aTopamu, KOHTENHepbl
KOTOpbIX 6blAK HanonHeHbl PeareHTOM 1 1 CUCTEMHBIM FeMOIM3UPYIOLLUM PacTBOPOM. 3HauYeHUA
CUrHaN0B HOPMUPOBAIUCh B 3aBUCUMOCTHU OT CTaAMM YCUNEHUS.

S. H3mepenmne o6pa3nos

B xone cnepytowero stana uccnegosaHua 6uiamM namepeHbl obpasupl BogHoro craHaapTta u
KoHTponbHbiX pactBopos. CHavyana 6biin MamepeHbl obpasubl KaanbposouHoro pacrtsopa
(PeareHT 2) u KoHTponbHbIX pactBopoB (PeareHTbl 3, 4, 5) npoussBoacTBa KomnaHuu KO-
Cepsuc. Tabnuua 7 Bkao4yaer B ceba MHPOpMaumio O pe3ynbTaTax AaHHbIX U3MEpPeHUi.
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Tabnuua 7: PeaynbTatbl u3mepeHuit CtaHgapTa u KOHTPONbHBIX PacTBOPOB NPOM3BOACTBA
komnaHuu 3KO-Cepsuc

AHanusartop SUPER GL 218 (B KoHTeliHepe PeareHT 1 4na 40ONroBpeMmeHHOro
uccaegoBaHuA)

PactBop B KOHTeilHepe  PeareHT 1 (3KO-CepBsuc)
KannbposouHbIi

pactsop Reagent 2 (3KO-CepBsuc)

PactBop obpa3sua PeareHTbl 2, 3, 4, 5 (3KO-Cepsuc)

EavHUUA n3mepeHua:

[mr/an]
Uenesoe OTKNOHEeHMe OT uenesoro
AHanuT: rnoKkosa Pe3ynbTtaTbl UsmepeHua
3HayeHue 3HaveHua [%)
cepual cepua2 cepma3 cepnal cepua2 cepual
PeareHT 2 (OKO-Cepsuc) 216 240 227 224 167! 5,09 3,70
PeareHT 3 (OKO-Cepsuc) 72,0 99,9 98,6 101 38,8 36,9 40,3
PeareHT 4 (9KO-Cepsuc) 216 215 214 216 -0,463 -0,926 0,000
PeareHT 5 (OKO-Cepsuc) 540 461 454 448 -14,6 -15,9 -17,0
Llenesoe
AHanuUT: nakrat Pe3ynbTaTbl U3MepeHua
3HayeHue
PeareHT 2 (3KO-Cepsuc) 90,0 99,2 95,1 88,4 10,2 5,67 -1,78
PeareHT 3 (3KO-Cepsuc) 18,0 21,1 20,1 31,6 17,2 11,7 75,6
PeareHT 4 (3KO-Cepsuc) 90,0 91,8 87,1 87,8 2,00 -3,22 -2,44
PeareHT 5 (3KO-Cepsuc) 225 218 204 201 -3,11 -9,33 -10,7

3atem 6bInn M3mepeHbl obpasubl PactBopa BogHOro craHaapta (HepasbasneHHoro) wu
KoHTponbHbIX pacTBopoB npoussoactBa komnaHun Dr Mueller Geraetebau. MposegeHo
CpaBHeHMe pes3ynbTaToB, MOAYYEHHbIX Ha [ABYX pasHbIX aHanusatopax. KoHTelHep
aHanusatopa SUPER GL c cepuitHbim Homepom SN 94 6bin 3anonHeH PeareHtom 1 (9KO-
Cepsuc), cuctema kanubposanacb PeareHtom 2 (9KO-Cepsuc). KoHTeliHep Ha BTOpom
aHanusatope SUPERGL c cepuitHbim Homepom SN 52 6bin 3anonHeH CUCTEMHbBIM
remonusupyowmm pacrsopom (Dr  Mueller). [aHHblt aHanusatop Kanubposanca
KannbposouHbim pactBopom (Dr Mueller). PactBop BOAHOrO CTaHgapTa ANAa  AaHHbIX
aHanusatopos pasbasnanca B cnegytoweit nponopuuu 1 : 51. Mo npuunHe oTcyTCTBUA NPOBUPOK
ana npo6 npoussogctBa Komnawum IKO-CepsBuc npu paborte aHanusatopa SUPER GL
cepuitHblili Homep SN 94 ana pasbasneHns npob 6bin Ucnonb3osaH PeareHT 1. O6pasuybl ans
aHanusatopa SUPER GL c cepuitHbim Homepom SN 52 6binn passegeHbl B Npobupkax —c
pacTBOpOM ANA onpeaeneHns rioKosbl, NakrTaTa u remornobuna (Dr Mueller).

KoHTponbHble pactBopbl GL npeacTasnstoT coboit npegsaputencHo pasbasneHHbie (1 : 51)
KOHTpOAnbHble pacteopbl (Dr Mueller). Pe3ynbtaTbl UsmepeHuii npuseaeHbl B Tabnuue 8 u 8
Tabnuue 9.
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Tabnuua 8: PesynbTaThl U3MepeHunit PacTBOpoB BOAHOIO CTaHAapTa Npu Mcnoab3osaHuK Pacteopos

9KO-Cepsuc

AHanusatop

PacTBop B KOHTElHEpEe
KannbpoBouHbIM pacTBop
PactBop B NpobupKax

EavHuua usmepenus: [mr/an]

SUPER GL 94

PeareHT 1 (OKO-CepBHuc)

PeareHT 2 (3KO-CepBHuc)

PeareHT 1 (3KO-CepBuc) natoc pacteop BOAHOIO CTaHAapTa

(Dr Mueller), Boambiit craHgapt YSI 2747 (YSI), pasBegeHHbiin, 1 : 51

GL-KOHTpO/ibHblE pacTBOpbLI
(roTosble K ucnonb3osaHuio, Dr Mueller)

AHanuT: MnoKo3a

OTKNOHEHMe OT ueneBoro

enesoe  Pe3ynbTaT M3mepeHus
4 4 P 3HayeHun [%]

3HayeHue

cepual cepua2 cepua3 cepual cepua2 cepua3
PeareHT 2 (9KO-CepBWC) 216 220 228 234 1,85 5,56 8,33
PeareHT 1 natoc BoA,. CTaHA,. 50,0 66,1 68,6 67,7 32,2 37,2 35,4
PeareHT 1 nntoc BoA,. CTaHA, 100 117 104 104 17,0 4,00 4,00
PeareHT 1 natoc BOA,. CTaHA, 216 217 209 213 0,46 -3,24 -1,39
PeareHT 1 natoc BTOP. CTaHA. 216 216 211 230 0,00 -2,31 6,48
PeareHT 1 nAOC BOAHbIN 180 185 174 186 2,78 -3,33 3,33
cTaHgapt YSI-2747
GL-KoHTponb N 191200-1 81,1 102 90,0 92,6 25,8 11,0 14,2
GL-KoHTponb P 191200-2 200 199 214 212 -0,50 7,00 6,00
AHanut: JlaktaT
PeareHT 2 (OKO-CepBuc) 90,0 90,4 93,5 95,3 0,44 3,89 5,89
PeareHT 1 natoc BOA,. CTaHA. 20,0 25,0 24,0 23,7 25,0 20,0 18,5
PeareHT 1 natoc BOA, CTaHA,. 45,0 49,4 46,1 47,7 9,78 2,44 6,00
PeareHT 1 natocC BoA,. CTaHA. 90,0 97,0 99,0 101,0 7,78 10,0 122
PeareHT 1 natoc BTOP. CTaHA,. 90,0 94,2 91,2 96,3 4,67 1,33 7,00
PeareHT 1 natoc BOAHbIN 45,0 51,0 46,7 48,7 13,3 3,78 8,22
cTraHgapt YSI-2747
GL-KoHTponb N 191200-1 15,4 19,0 16,9 16,4 20,1 9,74 6,49
GL-KoHTponb P 191200-2 35,7 38,3 41,0 40,5 7,28 14,8 13,4
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Tabnuua 9: PesynbTaTbl M3SMepeHUit PacTBopa BOAHOTO CTaHAapTa NPy UCMOAb30BaHUM
PactBopos npoussogcrea Dr Mueller Geraetebau GmbH

AHanusatop SUPER GL 52
PactBop B KOHTeliHepe CucTemHbIM remonusupytowwmii pacteop (Dr Mueller)
KanubpoBouHblIli pacteop KannbposouHblit pactsop
(Dr Mueller)
PacTBop B Npobupkax Pactsop ans onpeaeneHunn raoKo3bl U nakTata

(Dr Mueller) nntoc pacteop BoaHOro craHaapTa

(Dr Mueller), BoaHblii ctaHgapT YSI 2747 (YSI)

pa3BeAeHHbIN, 1: 51

GL-KoHTpOAbHbIM pacTBOp (FrOTOB K MCnonb3oBaHuio, Dr Mueller)

EavHuua nsmepenua: [mr/an]

OTKNOHEHMWe OT LeneBoro

AHanut: TnokKo3a Uenesoe Pe3ynbTaTbl UamepeHumn S a5 %]

3HayeHue

cepual cepua2 cepma3 cepual cepua2 cepua3

KannbpoBouHbIN pacTeop 216 216 214 216 0,00 -0,93 0,00
Pactsop ona onp. rOKO3bI U 50,0 50,7 51,1 51,2 1,40 2,20 2,40
NaKTaTa nac BOAHbIA
CTaHZapT
Pactsop onsa onp. rOKO3bl U 100 102 103 104 2,00 3,00 4,00
NaKTaTa nac BOAHbIM
CTaHgapTt
Pactsop ona onp. rOKo3bl U 216 212 212 213 -1,85 -1,85 -1,39
JIaKTaTa NatoC BOAHbIN
CTaHgapT
PacTtBop 1A onp. rOKoO3bl U 216 212 212 214 -1,85 -1,85 -0,93
JTaKTaTa NAC BTOPUYHBIN
CTaHgapT
PactBop ons onp. rOKO3bl U 180 183 183 184 1,67 1,67 2,22

NlaKTaTa NakcC BOAHbLIN

craHgaprt YSI-2747

GL-KoHTponab N 191200-1 81,1 83,1 83,6 84,4 2,47 3,08 4,07
GL-KonTposnb P 191200-2 200 196 199 201 -2,00 -0,50 0,50
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Tabauua 9: (MpogonkeHne)

AHanuTt: laktat

KanubposouHbIit pacTBop 90,0 89,9 89,2 90,5 -0,11 -0,89 0,56
PactBop ona onp. rOKO3bI U 20,0 20,5 20,3 20,3 2,50 1,50 1,50
NaKTaTa NAkcC BOAHbIN

CTaHpapT

Pactsop onsa onp. rAOKO3bI U 45,0 45,2 46,7 46,3 0,44 3,78 2,89
NaKTaTa NAC BOAHbIN

CTaHpapT

PactBop onsa onp. rOKO3bI U 90,0 92,9 94,0 92,9 3,22 4,44 3,22
JlaKTaTa NAKC BOAHbLIN

cTaHgapT

PactBop Aons onp. rAOKO3bI U 90,0 87,9 88,0 88,3 -2,33 -2,22 -1,89
NlaKTaTa NakoC BTOPUYHbIN

cTaHgapT

PacTBop gna onp. roKo3bI U 45,0 46,2 46,7 46,5 2,67 3,78 3,33
NaKTaTa nNakcC BOAHbIN

cTtaHgapt YSI-2747

GL-KoHTponb N 191200-1 15,4 16,1 16,3 16,0 4,55 5,84 3,90
GL-KoHTponb P 191200-2 35,7 36,0 36,4 36,6 0,84 1,96 2,52
6. BriBox

Mo pesynbTaTam NpPoBeAEHHbIX UCCNefO0BaHUI ObIIO NOKa3aHO, YTO PacTBOPbI KOMNaHWUU
JKO-CepBuC HenpurogHbl ANA U3MEpeHUs YPOBHA [/OKO3bl M NaKTaTa Ha aHanausaTopax
cepun SUPER GL. XapaKTepucTUkM pacTBOPOB He COOTBETCTBYIOT XapaKTepuUCTUKam
OPUFMHANbHLIX pacTBOpoB npoussoacTea KomnaHuu Dr Mueller Geraetebau GmbH.
CeHcopbl 6bIM noBpeXaeHbl MPU KOHTAaKTe C pactBopamu Komnavum IKO-Cepsuc.
PesynbTatbl npuBeaeHsbl B Tabnuue 6.

Mpu [ONrOBpeMEHHOM MCNO/Ib30BaHWUM CEHCOP /IaKTaTa Obin MOAHOCTbIO paspylleH yxe
yepes 26 gHel (PucyHok 3). Mpu ncnonb3oBaHUM aHaM3aTOPOM PacTBOPOB KomnaHumn KO-
Cepsuc B xoAe OUEHKM KOIGOUUMEHTOB BapuauMu MOKasaTeNuM TOYHOCTM He 6binu
pocturHyTel (Tabnunua 4 u 5). KoadpduumeHTsbl NOAyYEHUA LeNeBbiX 3HaYEHNIN OYeHb CUNBHO
KonebnTca B 3aBUCUMOCTM OT U3MepeHus PacTBOpPOB BOAHONO CTaHAApTa U KOHTPONbHBIX
pactBopos (Tabnuua 8). KoHTponbHble pactBopbl PeareHT 3, PeareHT 4 u PeareHT 5 (3KO-
Cepsuc) npegHasHayeHbl ana pabotbl ¢ pactBopamu cuctembl IKO-Cepsuc. PesynbraTbl
U3MepEeHUI1 STUX PACTBOPOB CYLLLECTBEHHO OTKOHAIOTCA OT LLeNIEeBbIX 3HA4YEHUIA.

lMosaTomy MOXHO caenaTb BbIBOA, YTO NMPUMEHEHWE UCCNeAyeMblX PacTBOPOB KOMMaHUU
3KO-Cepsuc He moxeT bbITb peKOMEHA0BaHO A/A paboTbl Ha aHanu3atopax cepum SUPER
GL. Ucnonb3osaHne pactsopoB IKO-CepBuc Ha aHanusatopax cepum SUPER GL moxer
NPUBECTU K BbICOKOMY PUCKY JIOXKHbIX MU HECTabUIbHbBIX PEe3YNbTAaTOB IeUEHUA NALUEHTOB.

®paittanb, 16 MapTta 2021
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