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Eurotrol

Eurotrol GlucoTrol-NG
Intended purpose/Intended use

Eurotrol GlucoTrol-NG is an assayed glucose control intended for professional use in the verification of
the precision and accuracy of the HemoCue Glucose systems.

IVD Medical Device

Eurotrol GlucoTrol-NG complies with the IMO Medical Device Directive 98/79/EC and carries the CE mark.
Eurotrol GlucoTrol-NG is for in vitro diagnostic use only.

Summary

Eurotrol GlucoTrol-NG is a quality control material with a known glucose concentration. Eurotrc
GlucoTrol-NG may be used in the periodic verification of the precision and accuracy of the HemoCui
Glucose systems. Please refer to local guidelines for recommended frequency of use.

Reagents

Eurotrol GlucoTrol-NG is produced at four physiologically relevant levels (Level 1, 2, 3, 4) for the Russiai
market. Each vial contains 1.0 mL of purified bovine plasma with glucose.

Storage and stability

Eurotrol GlucoTrol-NG must be stored in the refrigerator at 2-8 °C (35-46 ®F). Stored unopened at thi
temperature it isguaranteed stable as indicated until the expiration date on the outer box. After openinj
the vial, it is stable for 30 days when properly recapped and stored at 2-8 “C(35-46 “F).

Procedures/instructions for use

1. Allowthe vial to stand for 15 minutes at room temperature 15-30 “C (59-86 °F).

2. Gently mix the vial 8-10 times before sampling.

3. Do not fill the cuvette from the vial. Dispense a drop of the control material onto a hydrophobi
surface, for example a plastic film. Hll the cuvette according to the manufacturer's instructions
Place the cuvette in the analyzer for immediate analysis.

4. Wipe any excess material from the vial and the cap with a clean tissue. Recap the vial tightly.
5. Store inthe refrigerator at 2-8 "C (35-46 “F).
6. Ifthe control does not perform as expected, review the instructions for use of the instrument t

see ifthe test was performed correctly. Check the expiration date and storage conditions forth
control and the cuvettes. Repeat the test. Ifthe control still does not perform as expected, conta(
technical assistance.

Precautions

1. For invitro diagnostic use only.

2. Caution: Eurotrol GlucoTrol-NG is an Animal Blood Product. Bovine based materials do nc
carry biohazards for man, such as Hepatitis BSurface Antigen (HBsAg), Hepatitis CVirus (HC\
and Human Immunodeficiency Virus (HIV-I/HIV-2). This product is free from TSE

3. ltisgood laboratory practice to follow the same precautions as with patient samples whe
handling or disposing of vials.
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Eurotrol

4. This product should not be disposed of in general waste. Consult local environmental
authorities for proper disposal.
5. Eurotrol GlucoTrol-NG is not to be used as a calibrator.

%

Expected results

The mean assay value provided on the enclosed assay sheet is derived from replicate analyses on factory
calibrated HemoCue Glucose systems. The values are only valid on the HemoCue Glucose systems as
refered to in the assay sheet. Values for "HemoCue whole blood systems™ are applicable for HemoCue
Glucose systems reporting whole blood values. Values for "HemoCue plasma equivalent systems™ are
applicable for HemoCue Glucose systems reporting plasma equivalent values. Results obtained should fall
within the expected range specified for the control. Not all HemoCue Glucose systems are available world
wide.

For further information or technical assistance, please contact Eurotrol BV.
Phone +31318 695 777

Fax +31 318 695 770

E-mail office@eurotrol.com

www.eurotrol.com

Eurotrol B\V.,, Keplerlaan 20, 6716 BS Ede, The Netherlands

Quality controls for IN VITRO diagnostics

Symbols used

Attention, see instructions for use Batch code
2 Use by Temperature limitation
VDI InVitro Diagnostic Medical Device [|7|E Reference number
Manufacturer CE€ CEmark
AN01064A01 20180130
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Eurotrol GlucoTrol-NG

Level 1

Valuesheet (example)

REF  146.001.002

HemoCue Glucose
systems
HemoCue Glucose
201 systems
HemoCue Glucose
201RT systems

907 60

HemoCue whole blood «B-Glu»

Measuring

) Target
unit
mmol/L 24
mg/dL 43
mmol/L 2.6
mg/dL 47

Expected range

1.6-3.2
29-57

1.8-3.4
33-61

Barcode for HemoCue Glucose whole blood systems (B-Glu)

Barcode for HemoCue plasma equivalent systems (P-Equiv)

Barcode for HemoCue Glucose 201RT whole blood systems

Barcode for HemoCue Glucose 201RT plasma equivalent systems

2020-07

HemoCue plasma
equivalent «P-Equiv»

Expected
Target
range
2.6 1.8-34
47 33-61
29 2.1-3.7
52 38-66

ANO01058A01 20180130

AN01407A01 20180330
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Addendum to the operational documentation*

of medical device
Instruction for use

Eurotrol GlucoTrol-NG QCs for Glucose measuring in variations

2020

* Available on request
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Eurotrol GlucoTrol-NG isan assayed glucose control intended for professional use inthe verification of the
precision and accuracy of the HemoCue Glucose systems.

In Vitro Diagnostic Medical Device (IVD)

Eurotrol GlucoTrol-NG complies with the VD Medical Device Directive 98/79/EC and carries the CE mark.
Eurotrol GlucoTrol-NG is for in vitro diagnostic use only.

Overview

Eurotrol GlucoTrol-NG is a quality control material with a known glucose concentration. Eurotrol
GlucoTrol-NG can be used to periodically monitor the precision and accuracy of HemoCue Glucose
systems. Perform control measurements in accordance with local regulations.

Description of the analyte, data regarding its scientific substantiation (not part of the manufacturer's
review)

Glucose is one of the most important and basic carbohydrates of peripheral blood, a source of energy
supply for cells and tissues of the body. The concentration of glucose inthe blood Is regulated by a group
of hormones, the most important of which are produced by the pancreas (insulin, glucagon and others).
The level of glucose in the blood reflects the state of carbohydrate metabolism, and its changes (hyper-
and hypoglycemia) are associated with impaired hormonal regulation, primarily with a decrease in insulin
levels or the effectiveness of the manifestation of its regulatory effect. An increase in blood glucose is
hyperglycemia, the main symptom of such a serious and widespread disease as diabetes. The glucose
content inthe blood of patients with diabetes mellitus varies significantly during the day, depends on food
intake, stressful situations, physical exercises, changes with insulin therapy, glucose-lowering drugs. In
addition, the concentration of glucose inthe blood can change with pancreatitis, thyroid dysfunction, renal
failure and some liver diseases. It is known that determining the level of glucose Inthe blood isthe most
required test Inthe menu of clinical diagnostic laboratories (CDI).

Reagents

Eurotrol GlucoTrol-NG is produced with four physiologically relevant glucose levels (Level 1,2,3,4) for the
Russian market. Each vial contains 1.0 ml of purified bovine plasma with glucose.

Composition
Eurotrol GlucoTrol-NG QCs for Glucose measuring Invariations

Variations:

1. Level 1, 2 X1.0 ml in a package, includes:
- Vial with a red cap - 2 pc.

- Instruction for use - 1 pc.

- Certificate of Analysis-1 pc.
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2. Level 2, 2x 1.0 m) in a package, includes:
- Vial with a white cap - 2 pc.
*Instruction for use -1 pc.

- Certificate of Analysis-1 pc.

3. Level 3, 2x 1.0 ml in a package, includes:
- Vial with a blue cap - 2 pc.
- Instruction for use -1 pc.

- Certificate of Analysis- 1 pc.

4. Level 4, 2 X 1.0 ml in a package, includes:
- Vial with a green cap - 2 pc.
- Instruction for use -1 pc.

- Certificate of Analysis-1 pc.

Values of quality controls and acceptable ranges are indicated in the certificate of analysis for each lot of
the product.

Note:

1. Eurotrol GlucoTrol-NG QCsfor Glucose measuring in variations are made with the use ofblood products
of animal origin. Bovine materials are not biohazardous to humans.

Among other things, it excludes the possibility ofcontaining the surface antigen ofhepatitis B virus (HBsAQ),
hepatitis C virus (HCV) and human immunodeficiency virus (HIV-1/ HIV-2). This material does not contain
the causative agents of transmissible spongiform encephalopathy (TSE).

2. The product does not contain materials that come into direct or indirect contact with the body of the

patient and personnel using the product when meeting the requirements of operational documentation
(instructions for use).

3. The product contains no medicines or pharmaceutical substances.

Key consumer features {not part of the manufacturer's review)
Each level of QC is designed for 50 tests.
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sterilization method of the device
The device does not need sterilization.

Software

N/A

Service maintenance and repair

The device does not require maintenance and cannot be repaired.
Principal Method

The principle of operation (principle of the analytical method) of Eurotrol GlucoTrol-NG QCs for Glucose
measuring in variations is based on measuring the amount of glucose contained in control solutions on a
HemoCue Glucose 201+ analyzer in the Quality Control mode. The obtained measurement results are
compared with the certified values of the Eurotrol GlucoTrol-N6 QCs for Glucose measuring in variations

of execution, as a result of which the functional characteristics of the HemoCue Glucose 201+ analyzer are
determined.

This is measured using a dual wavelength spectrophotometric technology. Measurements are performed
at 660 nm and 840 nm.

Analytical and diagnostic performance
Precision performance

The glucose concentration of all four levels of Eurotrol GlucoTrol-NG was measured frequently during a
period of 20 (working) days on the HemoCue target instruments (HemoCue Glucose 201+ analyzer for
Glucose measuring and HemoCue «Glucose 201» microcuvettes). The glucose concentration was
measured in duplicate twice a day. For each day new dropper bottles were used from the same batch.
Dropper bottles were stored according to the instructions for use of Eurotrol GlucoTrol-NG.

Based on the results of this evaluation, we conclude that the within-run precision and total precision is
within the clinical acceptable performance criteria (<11% (C\V94)).

Metrological traceability

At value assignment the mean assay values are determined and are derived from measurements
performed on 6 HemoCue Glucose 201+ analyzers and 6 HemoCue Glucose 201RT analyzers. For value
assignment 9 dropper bottles of each produced batch of Glucotrol-NG are analyzed using 9 cuvettes (3
from each cuvette batch) per analyzer (1 cuvette per dropper bottle). HemoCue Glucose 201+ analyzer is
traceable to reference quality assessment methodology - an Isotope Dilution Gas Chromatography - Mass
Spectrometry (ID GC-MS) method. The technique was calibrated according to the standard of the National
Institute of Standards and Technology (NIST), (hereinafter: NIST standard). The GC/ MS method is
monitored In an external IFOC management program for reference laboratories, thus representing an
independent quality assessment procedure for reference laboratories, that is. It is a reference quality
assessment technigue. HemoCue calibrates reference analyzers and reference batches of microcuvettes
several times a year using this reference technique. These analyzers and batches of microcuvettes are used
as a reference for all manufactured analyzers and microcuvettes in HemoCue.
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HemoCue Glucose 201 RT analyzer is traceable to the YS 2300 STAT Plus (manufactured by Y9
Incorporated Life Sciences, USA (Ne Inthe GRSl of the Russian Federation: 57156-14)} method and ID GC-
MS method.

Value ranges
To cover the physiological relevant range of glucose and the measuring range of the HemoCue Glucose
systems, Eurotrol GlucoTrol-NG is manufactured at four different levels for the Russian market.

Device name Avrticle Glucose,
number mg/dL (mmol/L)
Eurotrol GlucoTrol-NG QCfor Glucose measuring Level 1 146.001.002 45
25)
Eurotrol GlucoTrol-NG QC for Glucose measuring Level 2 146.002.002 108
(6.0)
Eurotrol GlucoTrol-NG QC for Glucose measuring Level 3 146.003.002 180
(10,0
Eurotrol GlucoTrol-NG QCfor Glucose measuring Level 4 146.004.002 315
(17,5)

The measuring range of HemoCue Glucose 201+ analyzer is 0-400 mg/dL (22,21 mmol/L) for whole blood
and 0-440 mg/dL (24,43 mmol/L) for plasma. HemoCue Glucose 201+ analyzer is the system with a
measuring method based on enzymatic glucose dehydrogenasis forming NADH, which in the presence of
diaphorase produces a colored formazan with MTT (a tetrazolium salt). This is measured using a dual
wavelength spectrophotometric technology. Measurements are performed at 660 nm and 840 nm.

Clinical Performance and Evidence

The clinical performance of a quality control such as Eurotrol GlucoTrol-NG cannot be evaluated based
solely on the QC. Only the combination of the IMDanalyzer, reagents and QC have a clinical performance
as these need to be used, and can only be used together. Therefore, the clinical performance of the VD

analyzer applies also to the QC and no separate data of the clinical performance of the QC Eurotrol
GlucoTrol-NG Is available.

Test samples
Sampling is not provided,

Mode of application
Equipment and consumables (for manual testing)

- HemoCue Glucose 201+ analyzer, Registration Certificate Ne P3H 2016/3622 dated 03.02.2016.

- HemoCue «Glucose 201» microcuvettes for HemoCue Glucose 201+ analyzer (Registration Certificate
NodbC3 2011/10948 dated 29.01.2016);

- general laboratory equipment.
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Procedures/Instruction for use

1. Allowthe vial to stand for 15 minutes at room temperature 15-30 “C
2. Gently mix the vial 8-10 times before sampling.

3. Do not fill the cuvette from the vial. Dispense a drop of the control material onto a hydrophobic surface,
for example a plastic film. FHll the cuvette according to the manufacturer's instructions. Place the cuvette
inthe analyzer for immediate analysis.

4. Wipe any excess material from the vial and the cap with a clean tissue. Recap the vial tightly.
5. Store QCs at 2-8 “C(35-46 “P).

6. Ifthe control does not perform as expected, review the instructions for use of the instrument to see if
the test was performed correctly. Check the expiration date and storage conditions for the control and the
cuvettes. Repeat the test. Ifthe control still does not perform as expected, contact technical assistance.

Calculated test

Concentrations of test substances are calculated automatically by the HemoCue Glucose 201+ analyzer.
Expected results

The mean assay value provided on the enclosed assay sheet is derived from replicate analyses on factory
calibrated HemoCue Glucose systems. The values are only valid on the HemoCue Glucose systems as
refered to in the assay sheet. Values for "HemoCue whole blood systems™ are applicable for HemoCue
Glucose systems reporting whole blood values. Values for "HemoCue plasma equivalent systems" are
applicable for HemoCue Glucose systems reporting plasma equivalent values. Results obtained should fall
within the expected range specified for the control. Not all HemoCue Glucose systems are available world
wide.

Contradictions

No.

Precautions

1. For in vitro diagnostic use only.

2. Caution: Eurotrol GlucoTrol-NG is an Animal Blood Product. Bovine based materials do not carry
biohazards for man, such as Hepatitis B Surface Antigen (HBsAg), Hepatitis C Virus (HCV) and Human
Immunodeficiency Virus (HIV-I/HIV-2). This product is free from TSE

3. Itisgood laboratory practice to follow the same precautions as with patient samples when handling or
disposing of vials.

4. This product should not be disposed of in general waste. Consult local environmental authorities for
proper disposal.

5. Eurotrol GlucoTrol-NG is not to be used as a calibrator.
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The shelf life of Eurotrol GlucoTrol-NG QCs for Glucose measuring in variations is 18 months. Expired QCs
are not to be used.

Shelf life

Storage and transportation
Storage

Samples of Eurotrol GlucoTrol-NG should be stored at 2-8 “ C (35-46 ®F). When these storage conditions
are met, the samples remain stable until the expiration date indicated on the outer packaging. After

opening the bottle, the QC remains stable for 30 days, provided that the bottle is properly closed and
stored at a temperature of 2-8 ° C(35-46 “P).

The storage of control solutions in the manufacturer's packaging should be carried out at a temperature
of 2to 8 ®Cfor the entire shelf life in refrigerators or refrigerators that provide a regulated temperature
regime with daily temperature recording.

When stored closed at this temperature, the stability of the QC Isguaranteed until the expiration date, as
indicated on dropper bottles and a carton box.

Transportation

Eurotrol GlucoTrol-NG QCs for Glucose measuring, in variations, should be transported in the original
packaging of the manufacturer, which protects the product from external influences, on all modes of

transport in covered vehicles Inaccordance with the transport rules applicable to this type of transport with
temperature from 2to 8 “Cfor the entire shelf life.

Manufacturer's warranty

Claims about the quality of the medical device are sent to the manufacturer or an authorized
representative in the Russian Federation.

Manufacturer;
Eurotrol B.V.

Phone: +31318 695 777
Fax: +31318 695 770
Email: office@eurotrol.com
www.eurotrol.com

Keplerlaan 20,6716 BS, Ede, The Netherlands
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Authorized Representative in Russia:

LLC «<RADIOMETER»

Phone: +7 495 228 92 06

Email: moscow@radiometer.ru

Website: www.radiometer.ru,www.radiometer.com

Address: Russian Federation, 109004, Moscow, Stanislavskogo street, 21, building 3, room

Utilization

Eurotrol GlucoTrol-NG QCs for Glucose measuring, in variations, must not be disposed of with normal
waste.

In order to avoid possible environmental pollution, the waste of the used Eurotrol GlucoTrol-NG
QCs for Glucose measuring, in variations, as well as QCs with expired shelf life, must be disposed of in
accordance with local state and / or hospital regulations requirements.

(The following information is not part of the manufacturer's evaluation)

Used Eurotrol GlucoTrol-NG QCs for Glucose measuring, invariations and also with expired shelf life should
be disposed of in accordance with SanPiN 2.1.7.2790-10 as potentially infected medical waste (class B).
When disposing of Eurotrol GlucoTrol-NG QCs for Glucose measuring, in variations it is necessary to act in
accordance with hygienic standards and follow the official instructions for disposal and destruction of
potentially infectious and chemical material adopted in the Russian Federation and in this health facility.
The key issues in the waste management strategy are the optimization of tactics and approaches to end
products, as well as the minimization of possible environmental pollution.

When using Eurotrol GlucoTrol-NG QCs for Glucose measuring, in variations, class Bwastes are generated,
which are classified and disposed of in accordance with San PIN 2.1.7.2790-10 "Sanitary and
epidemiological requirements for handling medical waste."

Standards

The following is a list of standards in accordance with which medical device is produced: "Eurotrol
GlucoTrol-NG QCs for Glucose measuring, in variations';

o CEN-ENHISO 13485: 2016 Medical devices. Quality Management Systems. Regulatory requirements

o CEN-EN-HISO 14971:2012 Medical devices. Application of risk management to medical devices

o CEN-ENHISO 18113-1: 2011 Medical diagnostic products in vitro. Information supplied by the
manufacturer (labeling). Part 1. Terms, definitions and general requirements

o CEN-ENHISO 18113-2: 2011 Medical diagnostic products in vitro. Information supplied by the
manufacturer (labeling) - Part 2 Invitro diagnostic professional reagents

» CEN-ENHISO 23640:2015 Invitro diagnostic medical equipment

» CEN-EN 13612: 2002 Laboratory evaluation of the technical characteristics of medical devices
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Eurotrol

o CEN-ENHISO 11737-2: 2009 Sterilization of medical devices. Microbiological methods. Part 2. Sterility
tests carried out during validation of the sterilization process

* ISO 15223-1: 2016 Medical devices. Symbols used for marking on medical devices, labels and
accompanying documentation. Part 1. Basic requirements.

* 1STA-7D. 2007 Thermally controlled shipping packaging for systematic delivery of goods

 CLSI-EP25-A: 2009 Assessment of the stability of in vitro diagnostic reagents

 CLSI-EP05-A3: 2014 Accuracy Assessment for Quantitative Measurement Methods

The following list was not part of the manufacturer’s essential principles review, the conclusions regarding
compliance were drawn by Radiometer LLC

Eurotrol GlucoTrol-NG QCs for Glucose measuring, invariations also comply with the following standards:
» GOST R52905-2007 "Medical laboratories. Safety requirements".
* SanPiN 2.1.7.2790-10 "Sanitary and epidemiological requirementsforthe treatment of medical waste"

» GOST R 51088-2013 Medical products for in vitro diagnostics. Reagents, reagent Kkits, test systems,
control materials, culture media. Product Requirements and Supporting Documentation

e GOST R IS0 15223-1-2014 Medical devices. Symbols used for labeling on medical devices, labels and
accompanying documentation. Part 1. Basic requirements

» GOST 15150-69. Machines, devices and other technical products.

. Versions for different climatic regions. Categories, conditions of operation, storage and
transportation regarding the impact of climatic environmental factors

» GOST R51352-2013 Medical products for in vitro diagnostics. Test methods.

» GOST IS0 18153-2011 Medical devices for in vitro diagnostics. Measurement of quantities in biological
samples. Metrological traceability of the values of the catalytic concentration of enzymes attributed to
calibrators and control materials.

» GOST R1S023640-2015 Investigation of the stability of in vitro diagnostic reagents

e GOST R ISO 18113-2-2015 Medical products for in vitro diagnostics. Information provided by the
manufacturer (labeling). Part 2. Invitro diagnostic reagents for professional use

« Order of the Ministry of Health of Russia dated 06.06.2012 No. 4n (as amended according to the Order
of the Ministry of Health of the Russian Federation of September 25, 2014 No. 557n).

« Order of the Ministry of Health of Russia dated 01.09.2014, No. 2n.
« Order ofthe Ministry of Health of Russia dated January 19, 2017 No. lIn.
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Eurotrol

Symbols used

/i\  Attention, see instructions for use EOT] Batch code
Use by Temperature limitation
In Vitro Diagnostic Medical Device Reference number
Manufacturer CE€ CEmark

Quality Controls for in vitro diagnostic

Eurotrol GlucoTrol-N6
Level 1

Valuesheet (example)

REF  146.001.002 LOT 907 60

HemoCue whole blood «B-Glu»

HemoCue Glucose =~ Measuring

systems unit Target Expected range
HemoCue Glucose mmol/L 24 1.6-3.2
201 systems mg/dL 43 29-57
HemoCue Glucose mmol/L 2.6 1.8-34
201RT systems mg/dL 47 33-61

Barcode for HemoCue Glucose whole blood systems (B-Glu)
Barcode for HemoCue plasma equivalent systems (P-Equiv)
Barcode for HemoCue Glucose 201RT whole blood systems

Barcode for HemoCue Glucose 201RT plasma equivalent systems

Page 15 of 15
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HemoCue plasma
equivalent «P-Equlvs»

Target Expected
range
2.6 1.8-34
47 33-61
29 2.1-3.7
52 38-66

tiurotrol B.V. «P.O. Box 722, 6710 BS Ede « Keplerlaan 20, 6716 BS Ede *The Netherlands

+31 318 695777 office@eurotroi.com swww.etirotrol.com
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MepeBog C aHIMIACKOr0 A3blKa Ha PYCCKMI A3bIK

<lorotun EBpoTtpon (Eurotrol)>

MHCTPYKUUS NO NPUMEHEHUI0

KoHTponbHble pactBopbl Eurotrol GlucoTrol-NG
ANA KOSIMYEeCTBEHHOI0 U3MePEeHUS YPOBHSA T/1HOKO3bl,
B BapmaHTax UCMOJTHEHUS

npounsBoAcTBa KoMnaHun «EspoTpon b.B.» (Eurotrol B.V.), HugepnaHabl

YTBepXeHo
Top<rg l(s);zTrT;/;aTa Toprosas nanara
HgepnaKos> HunepnaHaos «EBpoTtpon b6.B.» (Eurotrol B.V.)
JeranvsosaHo

[ata: 16.10.2020 .

<W T Tamn: 19 OKTABPA 2020 I'.>

<lognucb> <lognucb>
B.B. BnaHKeCTelH YTpexT
(W.W. Blankestijn) (Moanucy)

Lannans ®ununneHc (Daniel Philippens)

AvpeKkTop oTaena obecneyeHuns KadecTtea/

perynaTopHoro otgena
<LLframn:
EspoTpon bB.B.
n/a 722, 6710 BS 3pe
KennepnaaH 20, 6716 BS Spe
LWTamn HugepnaHgb
(Eurotrol B.V.
PO Box 722, 6710 BS Ede
Keplerlaan 20, 6716 BS Ede
The Netherlands)
www.eurotrol.com
Ten.: +31 318 695777>
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Per. Homep nnarenswyika HAC NL009139448B01
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<florotun EBpoTtpon (Eurotrol)>

Eurotrol GlucoTrol-NG

HasHauyeHue

Eurotrol GlucoTrol-NG npeacTtaBnsieT coboii aTTeCTOBaHHbIi KOHTPObHbIA 06pasel, rNoKo3bl, NpegHa3HaYeHHbIN
ONna NpoheccnoHanbHOro KOHTPOIA NPELN3NOHHOCTY U TOYHOCTK cuctem HemoCue Glucose.

MeaunymnHCcKoe nusgenve gnaa guarHocTuky in vitro (IVD)

Eurotrol GlucoTrol-NG cooTBeTcTByeT TpeboBaHusam AupektuBbl EC 98/79/EC no meguUUHCKUM K3aenusim ans
ONAarHOCTUKM in vitro, n nmeeT mapkmupoBky CE.
Eurotrol GlucoTrol-NG npegHa3Ha4yeH TO/IbKO 15t AMArHOCTUKK in vitro.

0630p

Eurotrol GlucoTrol-NG npeactasnsetr coboii matepuan A8 KOHTPOMS KavyecTBa C W3BECTHOM KOHLEeHTpauuei
rnoko3bl. Eurotrol GlucoTrol-NG MoOXeT Wcnosb30BaTbCA 4719 MEPUOANYECKOTO KOHTPONA MNPELU3NOHHOCTU U
ToyHocTM cucteM HemoCue Glucose. YacToTa M3MepeHuWii ycTaHaB/IMBaeTCs B COOTBETCTBUMM C TPebGOBaHUSIMU
MECTHOrO 3aKoHoJaTe nbCTBa.

PeareHTsbl

Ona poccuiickoro pbiHka Eurotrol GlucoTrol-NG npousBoanTca C 4eTbipbMS (PU3NOMNOTMYECKM 3HAYUMbIMU

YPOBHAMU cofepxaHusa rnwkosbl (YpoeHb 1, 2, 3, 4). Kaxablii chnakoH cogepxut 1,0 Ma ounweHHOR 6blubeii
naasmbl C r/1H0KO30M.

YcnoBus xpaHeHns n obecrneyeHne yCTonymBoCTH

O6pasubl Eurotrol GlucoTrol-NG cnegyeT xpaHuTb npu Temnepatype 2-8 ®C (35-46 °F). lNpu xpaHeHun B
3aKpbITOM BuAe Npu ykasaHHOW TemnepaType o6paslibl COXpaHAT yCTONYMBOCTb A0 UCTEYEHUSs CPOKa ro4HOCTM,
yKa3aHHOro Ha BHellHeli ynakoBke. [ocne BCKpbITUSA ddnakoHa MaTtepuas CoxpaHsieT yCTON4YnBoCTb B TeueHnue 30
[OHEel npu ycnoBum, YTo (h/1akoH 3aKpbIT KPbILIKOW Hagnexalym o6pa3omM 1 XxpaHuTcs npu Temnepatype 2-8 “C (35-
46 °¥).

MpoueaypbI/MHCTPYKLUSA NO NPUMEHEHWIO

1. OctaBbTe (plakOH B BEPTUMKa/IbHOM MOJIOXEHUM B TedeHue 15 MuHyT npum Temnepartype 15-30 °C
(59-86 °F).

2. Tepep B3ATMEM MaTepuana OCTOPOXHO nepeBepHUTe hnakoH 8-10 pas.

3. He HanonHsliTe KOBeTy MaTepuasioMm HeNnocpeAcCTBEHHO wu3 nakoHa. [lomecTuTe OAHY Kaniwo
KOHTPO/IbHOTO MaTepuasia Ha rMapodo6HYI0 MNOBEPXHOCTb, HAMPUMEP Ha MNONIMMEPHYIO MEHKY.
HanonHuTe KiOBETY B COOTBETCTBMU C MHCTPYKUMEl npom3BoauTens. NomecTnte KloBeTy B aHanu3arop
015 MOMEHTa/IbHOIo aHasm3a.

4. Mpy nomown 4YnucToin candeTkn yaanute C NOBEPXHOCTW hrlakoHa M KpbIWKKM M36bITOK Matepuana.
MnoTHO 3akpoiTe dhiakoH.

5. XpaHuTe KOHTPO/bHble MaTepuasbl B X0/104UNbHUKE Npu TeMmnepatype 2-8 @C (35-46 ®F).

6. Ecnu KOHTPO/bHbIA MaTepuan He ob6ecrieuymBaeT OXWAAeMblii pesynbTar, NepecMoTpUTE UHCTPYKLUIO
No MPUMEHEHUID UHCTPYMEHTOB, 4YTOObI y6eanuTbCs, YTO TecT Obla BbINOMHEH Haanexawumm obpasom.
lMpoBepbTe CPOK rOAHOCTU U YCNOBUA XpPaHEHWSs KOHTPOJIbHOTO Matepuana v kBeT. NMoBTopuTe TecT.
Ecnn KOHTPO/bHbI/ MaTepuan CHOBa He ob6ecrneynT OXuAaemblii pe3ynbTaT, CBSXKUTECb CO CyX60i
TeXHMYEeCKOW noaaepxKKu.

Mepbl NPefoCTOPOXHOCTH

1 Tonbko gna guarHocTukn Wv/tro.

2. BHumaHwue! Eurotrol GlucoTrol-NG wu3rotoBneH ¢ npuMeHeHvem mnpenapaToB KPOBW XWBOTHOMO
npovcxoxaeHusa. Marepuanbl 6bl4bero NPOUCXOXAEHUA He ABNATCA GMOI0TMYECKU OnacHbIMU
ONA 4YenoBeka W He cojepxaTt, cpeiu npoyero, NOBEPXHOCTHbIA aHTUreH Bupyca renatuta B
(HBsAg), Bupyc renatuta C (HCV) n Bupyc ummyHogedpuunta yenoseka (HIV-1/HIV-2). [aHHbIi
MaTtepuasl He COAepXWT BO3OyauTenein TpaHCMWUCCUBHON ry6uyatoit 3sHuedanonatun (Tr3).

«EBpotpon B.B.» - n/a 722,6710 BS 3pe « KennepnaaH 20, 6716 BS 3ae » Huaepnanap!
(Eurotrol B.V. P.o. Box 722, 6710 BS Ede mKeplerlaan 20, 6716 BS Ede - The Netherlands)
+31 318 695777 «office@eurotrol.com «www.eurotrol.com
BIC ABNANL2A «IBAN NL92ABNA0561838909 « Per. Homep B ToproBom peectpe r. ApHem 09067367 m
Per. Homep nnatenbiyika HAC NL009139448B01
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<3Hak: MpaBocygne>

Cyp lengepnaHpa

ANOCTWUNNb
(Faarckaa KoHBeHUMA OT 5 okTA6pA 1961 r.)

1. Crpana: HWOEPNAHAbI
HacTtosawmin odpnumnansHbiii LOKYMEHT

2. 6bin nognucaH B.B. bnaHkecTteliHom (W.W. Blankestijn )

3. BbICTynawLwWuM B KayecTBe npeacrasutens Toproeo-
NPOMbILLIEHHON Nanatbl

4.  CcKpensieH neyaTbio/WITaMNOM Bbllleyka3aHHON Toproso-
NPOMbILINEHHON NanaTtbl

YpnoctoBepeHo
5. B I. ApHeM 6. 22110.2020 r.

cekpetapemM OKpYXHOro cyaa lengepnaHga
8. 3aXo20-2305

~

9. MecTo nevyatu/wTamna: 10. Nopgnucek:

<Haknelika/

PenbechHas rep6oBas nevatb: T.M. BaH nep nHaeH

cyn * TENQEPNAHAO> (T.J. van der Linden)
<[opgnuce>
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<Jlorotun EBpoTtpon (Eurotrol)>

3.  lMpu obpaweHun c gnakoHamy n ux yTunusauuum cnegyet NpuUAepXUBaTbCA Takux Xe Mep
npeaoCcTOPOXHOCTU, Kak 1 npu pabote ¢ obpasuamu, B3ATbIMK Y NaLMeHTOB, YTO COOTBETCTBYET
TpeboBaHMAM Hag/iexallen NabopaTopHOW NpakTUKN.

4. JaHHoe wn3genve He cnefyeT yTUAW3MpoBaTb C 06bIYHBIMU OTXOAamu. MPOKOHCYNbTUPYATECH
C MECTHbIMW OpraHamMmn oxpaHbl oKpyxatLel cpefbl N0 BONPOCY YTUAN3ALUN AaHHbIX U3LE/UA.

5. Eurotrol GlucoTrol-NG He npegHa3HayeH An1s MCNOMb30BaHUA B KavyecTBe kasmbpartopa.

OXunpaemble pe3ynbrarthbl

CpegHee 3HaueHue No pesynbTaTaMm aHaiusa, NpuBeAeHHOe B npuiaraemon Tabnuue 3HaYeHWin, NoyyeHo Ha
OCHOBe napasnfesibHOro aHanusa, BbINOJIHEHHOIO Ha cuctemax HemoCue Glucose ¢ 3aBoAcKOl kanMbpOBKOiA.
3HaueHnsa gelicTBUTENbHbI TONbKO s cucteM HemoCue Glucose, kak ykasaHo B Tabnmue 3Ha4YeHuin. 3HaveHns ans
«Cnctem HemoCue Glucose gns uesnbHol KpoBM» NpumeHumMbl gia cuctem HemoCue Glucose, npegocTaBasowmx
3HayYeHus LenbHOW KpoBMW. 3HavyeHua ana «Cuctem HemoCue gns nnasMeHHbIX 3KBMBASIEHTOB» MPUMEHWMbl ANA
cucteM HemoCue Glucose, npefocTaBfsoOWmMX 3HaYeHUA NNasMeHHbIX 3KBMBaNEHTOB. [Mony4vyeHHble pe3ynbraTbl
[O/MKHbI HAXo4MTLCA B npefenax oXugaemoro AuanasoHa, OnpefeneHHoro B Lefsax KOHTponsa. He Bce cuctemsl
HemoCue Glucose gOCTYyNHbI B 4PYrMX CTpaHax.

Bonee nogpo6Hy0 MHPOPMALMIO Y TEXHUYECKYIO NOAAEPXKKY MOXHO MOJY4YnThb, CBA3aABLINCL C NPeCcTaBUTENIaMM
KomnaHun «EspoTtpon b.B.» (Eurotrol B.V.):

Ten. +31 318 695 777
dakc +31 318 695 770
3an.noyta office@eurotrol.com

www.eurotrol.com

«EBpoTpon B.B.», Kennepnaax 20, 6716 BS 3ae, HugepnaHgbl
(Eurotrol B.V., Keplerlaan 20, 6716 BS Ede, The Netherlands)

ATTecTOBaHHble KOHTPO/bHbIe 06pa3ybl Ansa guarHoctuku IN VITRO

Mcnonb3yemble CUMBONbI

A BHumaHune Homep naptuun
2 Mcnonb3oBath A0 TemnepaTtypHble orpaHu4yeHuns
M MegaununHckoe nsgenvie ans AMarHOCTUKK in vitro |rW | Homep no katanory
M i MpoussoguTens C6 3Hak cooTBeTcTBUA Hopmam EC (CE)

ANO01064A01 20180130

«EBpoTtpon B.B.» «n/s 722,6710 BS 3ge * Kennepnaan 20, 6716 BS 3ne mHuaepnaHapl
(Eurotrol B.V, «P.O. Box 722, 6710 BS Ede mKeplerlaan 20,6716 BS Ede - The Netherlands)
+31 318 695777 moffice@eurotrol.com mvww.eurotrol.com
BIC ABNANL2A «IBAN NL92ABNA0561838909  Per. Homep B Toprosom peectpe r. ApHem 09067367
Per. Homep nnatensluvka HAC NL009139448B01
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<Jlorotun EBpoTtpon (Eurotrol)>

Eurotrol GlucoTrol-NG
YpoBeHb 1

BenomocTb NoslyYeHHbIX 3HaYeHuii (06pasew)

REF  146.001.002 LOT 907 60 2020-07
HemoCue Glucose ansa uenbHol HemoCue ansa nnasmMmeHHbIX
KpoBu «B-Glu» 3KBMBasieHTOB «P-Equiv»
AHanusartopsl EquHMLb LleneBoe Oxunpaembli LleneBoe Oxunpaemblii
HemoCue Glucose 3HayeHue AvanasoH 3HayeHune ananasoH
AnanusaTtop HemoCue MMOSb/N 2,4 1,6-3,2 2,6 1,8-34
Glucose 201+ mr/an 43 29-57 47 33-61
AnannsaTtop HemoCue MMOSIb/N 2,6 1,8-34 2,9 2,1-3,7
Glucose 201RT mr/an 47 33-61 52 38-66

WTpux-kog ana HemoCue Glucose gnst uensHoi kposu (B-Glu)
Wrpux-kog ana HemoCue ans nnasmeHHbIX akBusaseHtos (P-Equiv)
W Tpux-koa gna HemoCue Glucose 201RT ans LesibHO KpoBU

WTpux-koa ana HemoCue Glucose 201RT a/1a naa3MeHHbIX 9KBMBa/IEHTOB

ANO01058A01 20180130

ANO01407A01 20180330

«EBpoTpon b.B.» *n/s1 722,6710 BS Spe *KennepnaaH 20,6716 BS Sane mHuaepnaHab!
(Eurotrol B.V, «P.O. Box 722, 6710 BS Ede mKeplerlaan 20, 6716 BS Ede - The Netherlands)
+31 318 695777 ~office@eurotrol.com «www.eurotrol.com
BIC ABNANL2A «IBAN NL92ABNA0561838909 « Per. Homep B Toprosom peectpe r. ApHem 09067367
Per, Homep nnatenblmka HAC NL009139448B01
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<lorotun EBpoTtpon (Eurotrol)>

[ononHeHne K akcnayaTtaLMoHHOW AOKyMeHTauun'

MeAWNLMHCKOTO usgenus

NHCTPYKL KA MO NPUMEHEHUIO

KoHTponbHble pactBopbl Eurotrol GlucoTrol-NG gnsi KONMYECTBEHHOTO M3MEPEHMNS YPOBHSA F/THOKO3bl,
B BapuMaHTaxX UCMONHEHUSA

2020

« MNocTasnseTcs no TpeﬁOBaHI/IPO

«EBpotpon B.B.» «n/a 722, 6710 BS 3pge *Kennepnaad 20, 6716 BS Spe sHuaepnaHab!
(Eurotrol B.V, - P.O. Box 722, 6710 BS Ede - Keplerlaan 20,6716 BS Ede sThe Netherlands)
+31 318 695777 - office@eurotrol.com mwww.eurotrol.com
BIC ABNANL2A «IBAN NL92ABNA0561838909 « Per. Homep B Toprosom peectpe r. ApHem 09067367
Per. Homep nnatensluvka HOC NL009139448B01
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<Nlorotun EBpoTtpon (Eurotrol)>

CopepxaHue

HBBHAUEHME .....ci ottt e oottt e e o4 4o ettt 44444 e kbbbt ettt e e e e e e e e et e e e e e e ettt e e e e et e e e e e e 7
Q0] R W= 1 oY o PSP PP PPPRTIN 7
OCHOBHble NOTPeBUTENbCKNE XapaKTEPUCTUKN (He ABASETCA YacTblo 0630pa MPOUIBOANTENA)..ccurerireenreeiereereeesenens 8
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M3genune He TpebyeT TEXHUYECKOTO OOCAYXMBAHUA N HE NMOASIEXMUT PEMOHTY .ocuvriiririiieeerieaireeaieesuseesreessneesnseeseeennneens 9
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Mpon3BOANTENBHOCTb B OTHOLUEHNN TOUHOCTM UBMEPEHMM .ottt sttt ettt ettt sb ettt nbe e ee st e nbe e 9
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<Jlorotun EBpoTpon (Eurotrol)>

Ha3HauyeHue

Eurotrol GlucoTrol-NG npegctaBnsieT coboil aTTeCTOBaHHbIi KOHTPOJIbHbIM 06pasey, rMoKo3bl, NpegHasHauyeHHbIN
4Nna NnpoheccnoHanibHOro KOHTPOISA NPELM3NOHHOCTM 1 ToYHOCTK cuctem HemoCue Glucose.

MefunumnHCcKoe nsgenne gna UarHocTukm in vitro (IVD)

Eurotrol GlucoTrol-NG cooTBetcTByeT TpeboBaHusam Aupektusbl EC 98/79/EC no MefuUUHCKUM U3Lenusam 4ns
ONarHOCTUKM in vitro, n UMerT mapknposky CE.

Eurotrol GlucoTrol-NG npegHasHayeH TONbKO 15 AMArHOCTUKK in vitro.

O630p

Eurotrol GlucoTrol-NG npegctaBnsieT coboli matepuan A1 KOHTPO/I KayecTBa C M3BECTHON KOHUEHTpauuei
rnoko3bl. Eurotrol GlucoTrol-NG moxeT ncnosb3oBaTbCsA 418 NEPUOLUYECKOr0 KOHTPONSA MPeLusnoHHOCTU U
ToyHocTM cuctem HemoCue Glucose. BbINOMHANTE KOHTPO/IbHbIE W3MEPEHUS B COOTBETCTBUM C TpeboBaHUAMMU
MECTHOrO 3aKkoHojaTeNbCTBa.

OnuncaHue LeneBOro aHanuTa, CBeAEHMA O €ro Hay4yHoli 06OCHOBAHHOCTWM (He ABNSieTCA 4YacTbt 0630pa
npou3BoaNTENA)

lnoko3a sBNSETCS OAHWMM U3 BaXHEWLWUX W OCHOBHbIX Yr1eBOAO0B MNepudepuyeckoin KpoBWU, WCTOUHUKOM
3HepreTMyeckoro obecneyeHust KNeTOK U TKaHel opraHuama. KoHUeHTpauus [/iKo3bl B KPOBU perynupyercs
rpynnoli ropMOHOB, BaXHelilMe M3 KOTOPbIX NPOAYLMPYTCA NOMXENYyLOUYHOW Xenesoi (MHCYNWH, TNHKaroH u
Apyrue). YpoBeHb [/1I0KO3bl B KPOBM OTpaXaeT COCTOsiHME YrneBOoAHOro obMeHa, a ero M3MeHeHus (runep- u
TUNOrNKEMUN) CBA3aHbI C HapylleHWeM TOpMOHa/IbHOW perynsauumn, npexnae BCEro CO CHUXEHUWEM YPOBHSA
WHCYNUHa unn 3chPEKTUBHOCTU NPOSIB/IEHUS] €70 PerynsitTopHoro adhcpexta. MoBbILWLEHNE YPOBHS [/1H0KO3bl B KPOBU -
rMneprinkemMmus, OCHOBHOW CMMMNTOM TakKoro TSXesIoro U LWNPOKO pacnpocTpaHeHHOro 3a60n1eBaHnsa Kak caxapHbil
anabet. CofepxaHue rnKo3bl B KPOBW GOJIbHbIX CaxapHbiM AMabeToM 3HauMTeNIbHO BapbuMpyeT B TeYeHUe [JHS,
3aBUCUT OT Mpuema NuLLK, CTPECCOBbLIX CUTyaLunit, U3NYEeCKUX ynpaxHeHn, U3MeHSeTCs Npyu UHCYMHOTepanuu,
nprvema rnKo30MoHWXaLWmx npenapaToB. KpoMe TOro, KOHLEHTpaLMs IMH0KO3bl B KPOBM MOXET U3MEHATLCS NpU
naHkpeaTutTax, AUCHYHKLUUN LWMTOBUAHONM Xenesbl, NO4YeYHON HefOCTATOYHOCTM U HEeKOTOpbIX 3aboneBaHusix
neyeHun. VI3BeCcTHO, 4YTO onpegeseHMe YpPOBHSA T[/1I0KO3bl B KPOBW - Haubosee BOCTPe6OBaHHbIA TECT B MEHI0
KNUHUKO-AnarHoctmuecknx nabopatopuin (K41).

PeareHThl

Ona poccuiickoro pbiHka Eurotrol GlucoTrol-NG npou3BoguTca C YeTblpbMs (PU3MOMOTUYECKU 3HAYUMbIMU
YPOBHSAAMM cogepxXaHus rnwko3bl (YpoBeHb 1, 2, 3, 4). Kaxablit donakoH cogepxut 1,0 M 04YULEHHON 6blubeit
nnasmbl C r7110KO30M.

KoMnneKTHOCTb

KoHTponbHblie pacteopbl Eurotrol GlucoTrol-NG g1 KoIM4eCTBEHHOIO U3MEPEHNA YPOBHSA 0KO3bl, B BapnaHTax
NCNONTHEHNA

BapuaHTbl ucnonHeHus:

1. YpoBeHb 1,2 X 1,0 mn B ynakoBke, B COCTaBe:
- ®N1akoH C KpacHbIM KO/INaykom - 2 WT.
- HCTpyKUmMA no npuMeHeHuo - 1 wT.

- CepTudpmkaT aHanmsa - 1 .
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<florotun EBpoTtpon (Eurotrol)>

2. YpoBeHb 2, 2 X 1,0 M1 B ynakoBKe, B COCTaBe:
- ®nakoH c 6e/biM Kosinaykom - 2 WT.
- IHCTpyKUMA no npumeHeHuto - 1 wr.

- Ceptudomkat aHanmsa - 1 wT.

3. YposeHb 3,2 x 1,0 Mn1 B ynakoBske, B cOCTaBe:
- ®N1aKoH C CUHMM KOJTMaykom - 2 WT.
- MHCTpyKUMA no npyuMeHeHuto - 1 wr.

- Ceptucpukat aHanmza - 1 wr.

4. YpoBeHb 4, 2 X 1,0 mn B yNnakoBKe, B COCTaBe;
- ®1akoH C 3eN1eHbIM KOomaykom - 2 LT,
- WHCTpyKUna no npuMeHeHuto - 1 wr.

- CepTudpukat aHasm3za - 1 wWr.

3HaUEHNs KOHTPO/IbHLIX PACTBOPOB M LONYCTUMblE [AManas3oHbl yKazaHbl B CepTudukaTe aHasm3a Ha Kaxayto
napTuio usgenus.

MpumeyaHue:

1. KoHTponbHble pacTBopbl Eurotrol GlucoTrol-NG pans KOAWYECTBEHHOTO W3MEPEHWsS YPOBHS TIOKO3bI,
B BApMAHTax MWCMONHEHUS W3FOTOBNEHbl C MNPUMeHeHUEeM TNpenapaToB KPOBM >KMUBOTHOTO MNPOUCXOXKAEHUS.
MaTepuansl 6bIYLET0 MPOUCXOXK AEHNS He ABAAK T CS 6MONOTMYECcKM ONacHbLIMU ANs YenoBeka.

CpeAun Npoyero MCKNOYaeTCH BOSMOXKHOCTb COAEpPX aHUA B HUX NOBEPXHOCTHOrNO aHTUreHa Bupyca renaTuta B
(HBsA”, supyca renaTuta C (HCV) uBupyca ummyHogedpuunTa yenoseka (HIV-1/H1V-2). laHHbIi MaTepnan He
cofep>X T BO3byaMTeneid TPAHCMUCCUBHOK rybuaToii sHuecdanonaTuu (Tra).

2. B cocTase u3fenns OTCYTCTBYWT MaTepuanbl, BCTynawlue B HENOCPeACTBEHHbIi WA onocpefoBaHHbI
KOHTAaKT C OpraHuaMoM nauueHTa M nepcoHana, MCNONb3YWUWEro wusgenue, npu BbIMOAHEHUU TpeGoBaHMii
IKCNNyaTaluMoHHOW JOKYMeHT AU (MHCT PYKLUM N0 NPUMEHEHNID).

2. B cocTase usgenua OTCYTCTBYKT NneKapCTBEHHbIE CpeaACcTBa ”n cpapmau,eBqueCKme Cy6CTaHLI,I/IVI.

OCHOBHble NOTPeBUTENbCKME XapakTeEPUCTUKMN (He ABNSETCA YacTblo 0630pa npoussoauTens)
Kaxablii ypoBEeHb KOHTPO/ILHOIO pacTBopa paccymTaH Ha npoBegeHne 50 NOCTaHOBOK.
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MeTofbl CTEpUAN3aLUN U3LeNns
MN3aenve He TpebyeT cTepunnsaumu.

MporpammHoe o6ecrneyeHne
OTcyTcTBYeT.

TeXHUYecKoe 06CNYXMBAHUE U PEMOHT U3AENNS
MN3aenve He TpeGyeT TEXHUYECKOr0 06CNYXNUBAHNUSA 1 HE MOANEXUT PEMOHTY.
MpuHUKN feicTeus

MpuHunn gelictBua (NPUHUMN aHaNMTUYECKOro MeTofa) KOHTPO/bHbIX pacTtBopoB Eurotrol GlucoTrol-NG ans
KO/IMYECTBEHHOIO M3MEpPEHNs YPOBHSA [/1I0KO3bl, B BapuaHTax WCMNOSIHEHWS OCHOBAH Ha WM3MepeHMM KonuyecTsa
rNOKO3bl,  COAEpPXaLleroca B KOHTPOJIbHbIX pacTBopax Ha aHanm3atope HemoCue Glucose 201+ B pexume
«KoHTponb kayecTBa». [lonyyeHHble pe3ynbTaTbl WM3MEPEHUIA CPaBHMWBAKTCA C MACMOPTHLIMU 3HAYEHUSMU
KOHTPOJIbHbIX pacTBopoB Eurotrol GlucoTrol-NG gnsa KonmyecTBEHHOrO U3MEPEHNS YPOBHSA 1H0KO3bl, B BapuaHTax
WCNOJIHEHUA, B pe3yfbTate 4ero onpegensanTca (QYHKUWOHa/IbHble XapakTepucTuku aHasimsatopa HemoCue
Glucose 201+.

MeToZ4 n3MepeHns OCHOBaH Ha TEXHOOTMK 4BYXBOJTHOBOV CNEKTPOMOTOMETPUMN Ha A/IMHAaX BOSIH 660 HM 1 840 HM.

AHannTnyeckne N fMarHoCTUYECKNE XapakKTepucTuKkmu

Mpon3BOANTENBHOCTb B OTHOLEHUN TOYHOCTU U3MEPEHUN

KoHueHTpauma rnoKo3bl Ha BCEX YETbIPEX Pas3/IMyHbIX YPOBHAX, MPEACTaB/IEHHbIX B KOHTPOJIbHbIX PacTBOpax
Eurotrol GlucoTrol-NG pgnss KONMYECTBEHHOINo UW3MeEpPeHMs YPOBHA T[/1I0KO3bl, B BapuvaHTax WCNOJSIHEHNUS,
noAaseprasiacb HEOAHOKPATHOMY M3MepeHuto B TeyeHne nepmoga 20 (pabounx) gHeW C UCMOSIb30BaHMEM LEeEBbIX
WHCTPYMEHTOB wu3mepeHns HemoCue (AHanusatopa [Ans onpegeneHns rnwoko3dbl HemoCue Glucose 201+ wu
MukpokioBeT HemoCue «Glucose 201»). WM3mMepeHUa KOHUEHTpauuu [/10KO3bl NPOBOAWAUCE C ABYMSA
NoBTOPEHMAMU fABa pas3a B fAeHb. KaxAabli AeHb U3 O4HOW naptum 6pasim HoBble (hnakoHbl-kanesabHUUbI,
XpaHuBLUNECH B COOTBETCTBUM C MHCTPYKLUAMWU MO NPUMEHEHUID KOHTPOJIbHbLIX pacTBopoB Eurotrol GlucoTrol-NG
0719 KOJINYECTBEHHOIO M3MEPEHUSI YPOBHSA T/1I0KO3bl, B BapuaHTax UCMOSIHEHUS.

Ha ocHOBaHMM pe3ynbTaTtoB 3TOW OLEHKM YCTAHOBJIEHO, 4YTO BHYyTpMCepuiiHas BOCMPOM3BOAMMOCTb U 06Lias
TOYHOCTb HaxogATCA B paMKax KJIMHUYECKN npuemnaembix kputepues apcekTusHocTn: KB <11%.

MeTponornyeckas Npoc/ie)Xx MBaemocCTb

Mpu NPUCBOEHMM 3HAYEHUI ONpedensanTca CpefHne 3Ha4YeHus, NOSTyYEHHbIE B XO4E€ KOIMYECTBEHHOro aHanusa ¢
ncnonb3oBaHnem 6 aHanmzaTopoB HemoCue Glucose 201+ n 6 aHanusatopoB HemoCue Glucose 201RT. Ans
NPVUCBOEHUS 3HAYEHWIA BbISI0 MPOaHaIN3MPOBaAHO codepXnmoe 9 hakoHOB-KanenbHNL, U3 KaXxaoli NpousBeAeHHON
napTuym KOHTPOJIbHbIX pacTBopoB GlucoTrol-NG gna KoNM4ecTBEHHOIO M3MEpPEHUA YPOBHS [H0KO3bl, B BapmaHTax
MCNOJSIHEHUA C Ucnonb3oBaHWeM 9 kioBeT (Mo 3 13 KaXA0WN napTun KBeT) 418 KaXkAoro aHanusatopa (no 1 koBeTe
Ha (pnakoH-kanenbHWUy). Pe3ynbTatbl, NOJlyYeHHble MpyU MCnonb3oBaHuK aHanusaTopa HemoCue Glucose 201+,
NpoCNexXnBalT NPU NOMOLLM 3TA/IOHHOW METOAMKN OLEHKM KayecTBa - MeTOAWKM pasfefnieHns M30TONoB MeToLOoM
rasoBoii xpomatorpadum u Macc-cnektpomeTpun (ganee: metogmka MX/MC). MeTtoamka oTkannbpoBaHa Mo
cTaHgapTy HaynoHanbHoro MHcTUTyTa cTaHaaptoB u TexHonoruii CLWA (The National Institute of Standards and
Technology, NIST), (manee: NIST-ctaHgapT). Metoguka X/MC KOHTpPO/MpyeTCAa BO BHELWHER nporpamme
ynpasneHus IFCC pna pedpepeHc-nabopatopuii, Takmm o6pas3om npeactaBnseTr co6oil NopsgoK HesaBUCUMOWA
OLeHKN kayecTBa A/19 pediepeHCHbIX abopaTopuii, TO eCcTb SABMSETCA 3Ta/IOHHON MEeTOAMKON OLEeHKM kadyecTsa.
HemoCue «kanubpyeT 3Ta/IOHHble aHanu3atopbl U 3Ta/IOHHble MapTUM MUKPOKIOBET HECKO/IbKO pa3 B rof C
NOMOLLbI [AAHHON 3TaNOHHOW MeTOAMKW. DTW aHanusatopbl U MapTUM MUKPOKIOBET MUCMO/b3YITCA B KayecTBe
3TasnoHa 151 BCeX NPOU3BOANMbBIX aHaNN3aTopoB U MUKpPOKloBeT B HemoCue.
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PesynbTatbl, NonyyeHHble nNpu ucnonb3oBaHun aHanusatopa HemoCue Glucose 201RT, npocnexusawT npu
nomowy aTasioHHol MeToankm MTX/MC 1 3TanoHHbIX aHaM3aTopoB roko3bl YS1 2300 STAT Plus, nponssoacTBa
YSI Incorporated Life Sciences, CLUA (Ne B TPCU P®: 57156-14).

[vana3oH nsmepeHuss pe3ynbTaToB KOJIMYECTBEHHOIO aHanusa

[na oxBata (QU3NOSIOTMYECKN 3HAYMMbIX YPOBHEN COAEepXaHWs FNKo3bl M Anana3oHa U3MepeHus aHanusaTtopa
HemoCue Glucose 201+, KOHTposibHble pacTBopbl Eurotrol GlucoTrol-NG pgna KonmMyecTBeHHOro W3MepeHus
YPOBHS /110KO3bl, B BapMaHTax UCNOIHEHUS NPON3BOAATCH C y4eTOM YeTbipex pas/inyHbIX YPOBHENA.

Ha3BaHune nsgenusa Homep nioko3a
nosnunmn (Mmmonb/n)
KoHTponbHbIli pactBop Eurotrol GlucoTrol-NG gnst Konn4yecTBEHHOTo 146.001.002 45
M3MepPEeHUa YPOBHS TH0KO3bl YpOBeHb 1 (2,5)
KoHTponbHbIli pacTBop Eurotrol GlucoTrol-NG ana KonmyecTBEHHOTO 146.002.002 108
n3MepeHns YpoBHSA I/110KO3bl YPOBEHb 2 (6,0)
KoHTponbHbIA pactBop Eurotrol GlucoTrol-NG gnsa KonmyecTBeHHOro 146.003.002 180
N3MepPEeHNst YPOBHSA T/1I0KO3bl YpOBeHb 3 (10,0)
KoHTponbHbili pactBop Eurotrol GlucoTrol-NG ans Konn4yecTBEHHOTO 146.004.002 315
N3MepeHnss ypoBHSA FNOKO3bl YPOBEHb 4 (17,5)

[Ovnana3oH nsmepeHuin aHanmsatopa HemoCue Glucose 201+ cocTtasnset 0-400 mr/gn (22,21 mmonb/n) ons Kposu m
0-440 mr/gn (24,43 mmons/n) ana nnasmbl. AHanmsatop HemoCue Glucose 201+ npeacTtasnsieT coboli aHannsaTop
C MeToAOM M3MepEeHUsi, OCHOBaHHOM Ha chopmupoBaHmn NADH-3aBucumoli rniokosogerngporeHasbl, kotopas B
npucyTcTBUU Anadopasbl NPOU3BOAUT OKpaLLUEHHbIN dhopmasaH C ob6pa3oBaHMEM COeil TeTpasonus. V3mepeHus
NPOBOAATCS C MOMOLLbIO TEXHOSOrMM ABOMHON BOMIHOBON cnekTpodoToMeTpuun. 3amepeHuss npoBOAAT Ha A/IMHe
BOJIHbI 660 HM 1 840 HMm.

KnnHnueckne xapaktepucTuKn N KNUHUYECKUE AaHHble

KnnHnyeckne xapakTepuCcTUKM TakMx KOHTPOJIbHbIX PacTBOPOB, KakK KOHTPO/bHble pactBopbl Eurotrol GlucoTrol-
NG [ans KONMYEeCTBEHHOrO0 WU3MEpEeHUs YPOBHSA [/1I0KO3bl, B BapuaHTax MWCMOJIHEHUSA, HEBO3MOXHO OLEeHMBaTb
WCKIOYNTENBbHO Ha OCHOBE AaHHbIX O KOHTpOsie kadecTBa. KnuHMyeckne xapakTepucTUKM ONpepenstTcs TONbKO
npu KOMGMHUPOBaHUN AaHHbIX aHanusaTopa |VD, peareHTOB U MHCTPYMEHTOB A1 KOHTPONS kadecTBa. [0CKObKY
KNUHUYecKne xapakrepucTukm aHanusatopa IV D Hepas3pbiBHO CBA3a@Hbl C AAaHHbIMW KOHTPONA KayecTBa, AaHHble O
KIMHNYECKNX XapakTepuctukax W O KOHTposie kayectBa B OTHoweHun Eurotrol GlucoTrol-NG pgnsa
KONIMYECTBEHHOI0 U3MEPEHUS YPOBHSA T1H0KO3bl, B BapnaHTax UCMNOJIHEHUS, He NPefoCTaBASATCA N0 OTAEeNIbHOCTH.

Nccneayemble o6pasubl

3abop 06pa3LoB He NpeayCMOTPEH.

Cnoco6 npuMeHeHus
O6opyanoBaHue n matepuansl (4N «PYYHOW» MOCTAHOBKK)

- aHanmsaTtop gna onpegeneHus ratoko3bl HemoCue Glucose 201+ (ganee aHanmsatop HemoCue Glucose 201+),
PY Ne P3H 2016/3622 o1 03.02.2016 .

- mukpokoBeTbl HemoCue «Glucose 201» gnsa aHanusatopa HemoCue Glucose 201+ (PY Ned®C3 2011/10948 oT1
29.01.2016 r.);

- 06Lwee nabopaTopHoe ob6opynoBaHue.
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Mpoueaypbl/MHCTPYKLNA NO NPUMEHEHNIO
1. OcTtaBbTe (P1akoH B BEPTUKA/IbHOM MOIOXKEHUN B TedeHue 15 MuHyT npu Temnepatype 15-30 °C (59-86 °F).

2. Mepepg B3aTUEM MaTepmana OCTOPOXHO nepeBepHuTe hnakoH 8-10 pas.

3. He HanmofHsiiTe KlOBETy MaTepuasioM HEMnocpeACTBEHHO W3 chnakoHa. MomMecTuTe ofHY Kanji KOHTPOSIbHOro
mMaTtepuana Ha Tuapodo6HY0 MNOBEPXHOCTb, HanpuMep Ha MOMMMEPHYK TNAeHKy. HanonHute KiwBeTy B
COOTBETCTBUM C MHCTPYKUME NnpousBogutens. MomecTuTe KIOBETY B aHa/M3aTop 4/19 MOMEHTa/IbHOTO aHan3a.

4. Mpn nNomowWM YUCTON candeTkn yaanuTe € NMOBEPXHOCTM psiakoHa M KpbIWKW M36bITOK Matepuana. MnoTHO
3akpolite h1akoH.

5. XpaHuTe KOHTPOJibHblIe MaTtepuasibl Npu Temnepatype 2-8 ®C (35-46 °F).

6. Ecnn KOHTpONbHbI MaTepuan He ob6ecneynBaeT OXWAAeMblii pe3ynbTaT, MepecMoTpUTe WHCTPYKUUIO Mo
NPUMEHEHMNI0 UHCTPYMEHTOB, YTOObLI y6eaANTbCHA, YTO TecT Obl1 BbINOSIHEH Hagsexalwm obpa3om. MNpoBepbTe CPOK
rOAHOCTM W YC/IOBUSA XpaHEeHUs1 KOHTPO/IbHOTO MaTeprana u kioBeT. MoBTopuTe TecT. ECN KOHTPOJ/IbHLIA MaTepua
CHOBa He 06ecneunT OXuaaeMblil pe3ynbTaTt, CBSXUTECH CO CMYXO0W TEXHUYECKOW NOAAEPXKKM.

Pacuet pe3ynbTaTtos

KoHueHTpauun uccnegyemblx BeLWeCTB paccumMTbiBalOTCA aBToMaTnyeckm aHanmsatopom HemoCue Glucose 201+.
Oxunpaemble pesynbTaThl

CpefgHee 3HauyeHue No pesynbTaTaMm aHanusa, NpuMBeAEHHOe B npuiaraemon Tabnvue 3HayeHuid, MOAyyYeHOo Ha
OCHOBe napanfesibHOro aHanuMs3a, BbINOJIHEHHOrO Ha cuctemax HemoCue Glucose ¢ 3aBOACKOl kanubpoBKOiA.
3HauyeHunsa gelicTBUTENbHbI TONbLKO Ans cucteM HemoCue Glucose, kak ykazaHo B Tabnuue 3HaydyeHuid. 3HayeHna ans
«Cunctem HemoCue Glucose ans uenbHOW KpoBU» NpuMeHuMbl Ansa cucteM HemoCue Glucose, npegocTaBasowmx
3HauyeHus1 UenbHOi kpoBu. 3HauveHus ona «Cuctem HemoCue Ans NNasMeHHbIX 3KBUBA/IEHTOB» MPMMEHWMbIl AnA
cuctem HemoCue Glucose, npefoCcTaBnfAOLWMX 3HAYEHNUS NNa3MeHHbIX 3KBMBaNEHTOB. [Mony4vyeHHble pe3ynbTaTbl
[OMKHbI HaXoAMTbCA B Npefenax OXmagaemoro AuvanasoHa, onpefesieHHOro B Lensax KoOHTpons. He Bce cuctemsbl
HemoCue Glucose fOCTYNHbI B APYTUX CTpaHax.

MpoTuBONOKa3aHuA

OTCYTCTBYIOT.

Mepbl NpefocTOPOXHOCTHN
1. TonbKO A9 AMArHOCTUKK in vitro.

2. BHwumanue! Eurotrol GlucoTrol-NG un3rotoBneH C MpUMEHEHMEM npenapatoB KPOBM XXMBOTHOTO
nponcxoxaeHus. MaTepuasbl 6b14bero NPONCXOXAEHNSA He ABAATCA 6GUONOTMYECKN ONAaCHbIMU 415 YenoBeKa.

Cpeaun npo4yero UcknvaetTcss BO3MOXHOCTb COAEepXaHus B HUX MOBEPXHOCTHOrO aHTWreHa Bupyca renatuta B
(HBsAg), Bupyca renatuta C (HCV) n Bupyca ummyHogedguuymta yenoseka (HIV-1/HIV-2). LaHHblii maTtepyuan He
COAEPXUT BO3ByANTENE TPAHCMUCCUBHON ry6yaToin sHuedanonatum (Tra).

3. Mpu obpaweHnn ¢ gpaakoHaMy U UX yTunamsaunu cnegyeT NpuAepKnBaTbCa Takux Xe Mep npefoCcTOPOXHOCTY,
Kak u npu paboTe ¢ o6pasuyamu, B3ATbIMM Yy MaLMEHTOB, 4YTO COOTBETCTByeT TpeboBaHMAM Haanexallei
NnabopaTopHOi NPaKTUKM.

4, [laHHOe u3nenue He cnefyeT yTUAU3MPOBaTb C 06bIYHBIMM OTXOA4aMW. MPOKOHCYNbTUPYATECH C MECTHbLIMM
opraHamu oxpaHbl OKpyXatolei cpeapl No BONPocy yTUAM3aLMU AaHHbIX U3Aenuii.

5. Eurotrol GlucoTrol-NG He npegHa3HayeH 418 UCNOSIb30BaHUA B kayecTBe Kanmbparopa.
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CpoK rogHocTu

CpoK TroHOCTM KOHTPOJIbHbIX pacTBopoB Eurotrol GlucoTrol-NG pafis KOMMYECTBEHHOTO W3MEpPEHUsl YPOBHS
TN0KO3bl, B BapuaHTax WCMOMHEeHUs - 18 mecsiueB. KOHTPOJibHble pacTBOPbl C WCTEKWUM CPOKOM TFOAHOCTM
NPUMEHEHUIO HE MOANIEXAT.

XpaHeHune n TpaHCMOPTUPOBaHue
XpaHeHune

O6pasubl Eurotrol GlucoTrol-NG cnegyeT xpaHuTb npu Temnepatype 2-8“C (35-46 °F). Mpu BbINONTHEHUN LaHHbIX
YCNOBWIA XpaHeHNs 06pasubl COXPaHAKT YCTOMYMBOCTbL A0 MCTEYEHUS cpoka FO4HOCTU, YKa3aHHOr0 Ha BHELUHEW
ynakoBke. [ocne BcKpbITUSi thriakoHa MaTepuan coxpaHsieT yCcToluMBoCThb B TeueHue 30 AHeli npu ycnoBuu, 4To
(o/1aKOH 3aKpbIT KPbIWKOW Hag/exawmm obpa3om 1 XxpaHUTcsa npu temneparype 2-8 °C (35-46 °F),

XpaHeHne KOHTPOJ/IbHbIX PACTBOPOB B YMAaKOBKE MPeAnpuAaTUS-U3roTOBUTENS [AOJIKHO OCYLLECTBASTLCA TMpu
TemnepaType oT 2 g0 8 °C B Te4yeHWe BCEro Cpoka FOAHOCTU B XOMOAWUJIbHBIX KamMepax Wau XONoAW/SIbHUKAX,
obecneynBalLL X peraMeHTUPOBaHHbI TeMNepaTypHbI PEXUM C eXeAHEBHOW perncTpauneii Temnepartypbl.

Mpn XxpaHeHMM B 3aKpbITOM BWAEe MNPV YkasaHHOI TemnepaTtype rapaHTMpyeTcs cTabunbHOCTb nNpenapara o
UCTeYEHMUS CpoKa rOHOCTM, Kak yka3aHo Ha hlakoHax-kanenbHULax v KapTOHHOW KOpoGKe.
TpaHcnopTupoBaHue

KoHTponbHble pacteopbl Eurotrol GiucoTrol-NG An19 KOIMYECTBEHHOTO M3MEPEHUSA YPOBHSA T/110KO3bl, B BapuaHTtax
WCNOJSIHEHNSI CnefyeT NepeBO3WTb B OPWUIMHAIBHON YyMakoBKe MPOM3BOAUTENSA, 3alulialoweidi npoaykuuio ot
BHELLHUX BO3JEWCTBNI, Ha BCEX BUAAX TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX CPeACTBaxX B COOTBETCTBMN C NpasuiaMu

nepeBO30K, AENCTBYIOWMMIN Ha TpaHCNOpTe AAaHHOro BuAa Npu TemnepaTtype oT 2 fo 8°C B TeYeHMe BCEro cpoka
rogHOCTH.

[apaHTV¥ npou3BoAnTENA

MpeTeH3nn No MoBoAy KayecTBa MeAMUWHCKOTO W3Jenus HanpaBfsiloTCs B aApec NPOU3BOAWUTENS WM
yNnosIHOMOYEHHOTo NpeacTaBnTeNsl Ha TeppuTopun Poccuiickoii deagepauun.

MpownssoaunTens:

«EBpoTpon 6.B.» (Eurotrol B.V.)
Ten.:+31 318 695 777

dakc: +31 318 695 770

3an. noyta: office@eurotrol.com
www.eurotrol.com

KennepnaaH 20, 6716 BS, 3ae, Hugepnangbl (Keplerlaan 20, 6716 BS, Ede, The Netherlands)
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YNONHOMOYEHHbIN NpefcTaBuTens B PO:
000 «<PAANOMETEP»

Ten.: + 7 495 228 92 06

3. noyta: moscow@radiometer.ru

Calit: www.radiometer.ru. www.radiometer.com

Appec: Poccuiickaa depepaumnsi, 109004, r. MockBa, yn. CtaHucnasckoro, a. 21, ctp. 3, nomeuwieHue |

YTununsauyunsa

KoHTponbHble pacTBopbl Eurotrol GlucoTrol-NG A/ KONMYECTBEHHOTO U3MEPEHUSI YPOBHSA T/10KO3bl, B BapuaHTax
MCMOMTHEHUSI HE [O/KHbI YTUNN3NPOBATLCSA BMECTE C 06bIYHLIMU OTXOAAMM.

Bo mn3bexaHne BO3MOXHOrO 3arpA3HEHUs OKpyxXalLlein cpefdpbl, 0TX0A4bl MCNOAb30BaHHbLIX KOHTPO/IbHbLIX PacTBOPOB
Eurotrol GlucoTrol-NG pnss KONMY4eCTBEHHOIO U3MEPEHUs YPOBHA T[/1I0KO3bl, B BapuaHTaxX WCNOJIHEHUSA, a Takxe
KOHTPO/IbHbIE PacTBOPbl C UCTEKWMM CPOKOM TOAHOCTW, AOSDKHbI YTUAN3MPOBATLCA B COOTBETCTBMM C MECTHbIMMU
rocyfapCTBeHHbIMU U/MNN 60NbHUYHBIMW HOPMATUBHbIMU TPEBOBaHUAMMU.

(Cnepaylowas nHopmaums He SIBNSETCS YacTblo 0630pa NpoussoanTens)

Mcnonb3oBaHHble KOHTPOJIbHbIE pacTBopbl Eurotrol GlucoTrol-NG gns KO/MY4eCTBEHHOTO U3MEpPeHUA YPOBHA
[MIOKO3bl, B BapuaHTax WCMOJIHEHNSA, a Takke C WCTEKWMM CPOKOM TOAHOCTM crepyet yTuan3mpoBaTb B
cooTBeTcTBMM ¢ CaHlMunH 2.1.7.2790-10 kak noTeHuuasnbHO UHUUMPOBaHHbIE MeAuLUHCKME 0TxoAbl (knacc B).
Mpu yTunusaumm KoHTpOnbHble pacTBopbl Eurotrol GlucoTrol-NG ana Konn4yecTBEHHOrO M3MEPEHUS YPOBHSA
TN0KO3bl, B BapuaHTax UCMOSIHEHUSI HEOBXOAMMO AeiicTBOBaTb B COOTBETCTBUU C TMIMEHWYECKUMM HOpMAaTMBamu u
cneposatb OUUMANbHBIM  UHCTPYKUMAM MO YyTUAW3AUMM U YHUUYTOXEHUIO MNOTEHUMANIbHO WHQEKLUOHHOIO U
XUMWUYECKOTo Martepuana, NpUHATBIM Ha Tepputopum Poccuiickoin depepaumn n B gaHHom JIMY. KnwuveBbiMu
BOMpocamun B CTpaTernn ynpasieHna oTXo4aMun ABASETCA ONTUMM3aUna TakTUK U NoAX040B K KOHEYHbIM NpoayKTam,
aTaKke MUHUMMU3ALMA BO3MOXHOIO 3arpsa3HeHns oKpyxalowen cpedpl.

Mpn ncnonb3oBaHUM KOHTPOJIbHBLIX pacTBopoB Eurotrol GlucoTrol-NG gna KosiM4ecTBEHHOT0 U3MEPEHUS YPOBHSA
rNI0KO3bl, B BapMaHTax MCMOJIHEHNSA 006pasyloTcs OTXoA4bl knacca b, KoTopble knaccuiuumpyroTca U YHUUTOXaKTCA
(ytnnusnpytotcs) B cootBeTcTBuM C¢ CaHluH 2.1.7.2790-10 «CaHuTapHO-anuaemMuonornyeckne TpeboBaHUs K
obpalleHnio ¢ MefULUHCKUMU OTXOA4aMN».

CraHgapThl

Hwuxe npusBefeH CNNCOK CTaHAApPTOB, B COOTBETCTBUN C KOTOPbIMU npoussoantca MW: «KOHTpOJ/IbHbIE pacTBOpbI
Eurotrol GlucoTrol-NG ana konM4ecTBEHHOrO M3MEPEHUS YPOBHSA [H0KO3bl, B BapuaHTax UCNONHEHUS:

¢ CEN-EN-1SO 13485:2016 V3genus meguumHckme. Cuctembl MeHemKMeHTa kadyecTtBa. TpeboBaHusa gns uenei
perynnpoBaHus

¢ CEN-EN-ISO 14971:2012 W3genusa wMeauuunHckue. [IpMMeHeHVMe MeHeMXMeHTa pucka K Me[ULUHCKUM
nsgennam

¢ CEN-EN-1SO 18113-1:2011 W3genus MegWuUMHCKME AN AMArHOCTUKM  in vitro.  WHdopmauwus,
npegocrasnsemas n3rotosutenem (Mapkuposka). Yactb 1 TepmuHbl, onpegenexnns un obwme TpebosaHus

¢ CEN-EN-ISO 18113-2:2011 WV3genua MeAuuWHCKMEe  Ans  AMarHocTukM  in vitro.  WHdopmauus,
npegocrasnsemMas usrotosutenem (mapkumposka). YacTb 2. PeareHTbl ans  AvarHocTukym in vitro  ans
npoceccuoHanbHOro NPUMeEHeHns

¢ CEN-EN-ISO 23640:2015 V3genna meguumMHCKue 418 oUArHOCTUKK in vitro

¢ CEN-EN 13612:2002 /labopaTtopHas oLeHKa TEXHUYECKUX XapaKTepucTuK MeguuuHCKNX yCTPOiCcTB
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¢ CEN-EN-ISO 11737-2:2009 CTtepuavsauns MegnumHckux nsgenuii. Mukpobunonormyeckue metogbl. Yactb 2.
McnblTaHWA Ha CTepUIbHOCTb, NPOBOAMMbIE NPY BasiMaauuun npowecca ctepuansauumn

e |ISO 15223-1:2016 W3penua mepuumnHckue. CUMBOJbI, MPUMEHSAEMbIE NMPU MapKUPOBAHUW Ha MeOULMHCKNX
n3gennax, aTUKeTKax u B CONPoOBOANTENbHON fokyMeHTauun. Yactb 1. OCHOBHble TpeboBaHuS.

¢ ISTA-7D:2007 Tepmmnyecksn KOHTposiMpyemasi TpaHCnopTHas ynakoBkKa [A1s CUCTEMHOM f[0CTaBKWM MNOCbISIOK
TOBapoB

¢ CLSI-EP25-A: 2009 OueHka cTabunbHOCTM peareHToB A1 ANAarHoCTUKWY in vitro
« CLSI-EP05-A3: 2014 OueHKa TOYHOCTU KOIMYECTBEHHbLIX METOL0B U3MEPEHUT

Cnepylowunii CNUCOK CTaHAAPTOB HMXE He SBASETCA 4YacTbio 0630pa OCHOBHbIX MPUHLUMNOB MNPOU3BOAUTENS,
BbIBOAbI 6b1NK caenaHbl OO0 «PaanomeTep»:

KoHTponbHble pactBopbl Eurotrol GlucoTrol-NG g9 KONM4eCcTBEHHOT0 N3MEPEHUS YPOBHA TN0KO3bl, B BapuaHTax
NCNOJIHEHNSA COOTBETCTBYIOT TaKXe cneaylowmnm ctaHjapTam:

e T[OCT P 52905-2007 «J/labopatopuu meaunumHckue. TpeboBaHUA 6e30MacHOCTU».

e CaHlnH 2.1.7.2790-10 «CaHunTapHo-anugemuonornyeckme TpeboBaHNsa K OOpalleHM0 € MeAMUUHCKUMMU
oTXo4ammn»

e TOCT P 51088-2013 MepguumnHcKkne usgenus ois ANarHoCTUKU UMH BUTPO. PeareHTbl, HA6opbl peareHToB, TecT-

CUCTEMbI, KOHTPOJIbHbIE MaTtepuasbl, nuTaTesibHble cpeabl. TpeGoBaHWA K U3JeNUsSM U NoAAepXxusatoLLeld
LloKyMeHTauum

¢« [TOCT P MCO 15223-1-2014 W3pgenusa mMeguumHckue. CUMBONBI, NPUMEHSEMble NPU MapKMpoBaHUU Ha
MeAULMHCKMNX N34enusix, 3STUKeTKax u B CONMPOBOANTE NbHOM fokyMeHTaunn. Yactb 1. OCHOBHble Tpe6oBaHus

e TOCT 15150-69. MawwuHbl, NpMbOPbLI U ApYrre TEXHUYECKNe n3aenus.

*  WcnonHewnst ONA pasNnuHbIX KAMMaTUUYECKMX paiioHOB. KaTeropuu, ycnoBusi aKcnayaTauuu, XpaHeHus u
TPaHCNOPTUPOBAHNA B YacTW BO3AENCTBUA KNMMATMUYECKMX (DAaKTOPOB BHELLHENR cpeabl

e TOCT P 51352-2013 MeguunHCckie n3genns ans UarHoCTUKM UH BUTPO. MeToAbl NCMbITaHWiA.

¢« TOCT ISO 18153-2011 W3pgenua ™MepuuUHCKUE AN AWMArHOCTUKM in  vitro. lM3mepeHue BenuuuH B
6uonornyecknx npobax. MeTponormyeckas nNPOCAEXNBAEMOCTb 3HAYEHWA KaTaMTUYECKON KOHLeHTpauuu
hepMeHTOB, NPUNNCaAHHbIX KanuépaTtopam 1 KOHTPOJIbHbIM MaTepuaniam.

¢ T[OCT P WCO 23640-2015 ViccnenoBaHue cTabuIbHOCTY peareHToB A/st AUarHoCTUKK in vitro

« TOCT P WCO 18113-2-2015 MepguunHckue wn3genua oas  AnarHocTukym in vitro.  VHdopmauus,
npegoctasnsemas usrotosutesnieM (MapkupoBka). YacTb 2. PeareHTbl ana  guMarHoOCTUKM  in  vitro  Ans
npogeccroHasIbHOro NPUMeHeHuns

e [puka3z MuHucTepcTBa 3apaBooxpaHeHuss Poccun ot 06.06.2012 r. Ne 4H (C n3MeHeHUssMU cornacHo lMpukasy
M3 P® ot 25 ceHTabpa 2014 r. N 557H).

« T[pukas MuHuctepcTsa 3gpaBooxpaHeHnsa Poccum ot 09.01.2014 r. Ne 2H.
e Tpukas MuHuctepcTea 3gpasooxpaHeHns Poccum oT 19.01.2017 Ne 11H.
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Vicnonb3yemblie CUMBO/bI

A BHumaHune [| o t] Homep naptuu
Wcnonb3oBatb A0 rc" TemnepaTtypHble orpaHnyYeHus
I/I MepuuynHckoe nsgenve gna AMarHoCcTukK in vitro [r ef | Homep no katanory
MpowussoguTens C 6 3Hak cooTBeTcTBUA HopMam EC (CE)

ATTeCcTOBaHHbIE KOHTPO/IbHbIE PACTBOPbI A/ ANATHOCTUKN B YCNOBUSAX in vitro

Eurotrol GlucoTrol-NG
YpoBeHb 1

BefoMOCTb MONYYEHHbIX 3Ha4YeHNn (0bpaseL)

REF 146.001.002 LOT 907 60

HemoCue Glucose gnsa uenbHoMn
KpoBU «B-Glu»

AHanunsartopsbl Llenesoe Oxunpaemblii
EanHnubl
HemoCue Glucose 3HayeHune AvanasoH
AHanunsatop HemoCue MMOJIb/N 2,4 1,6-3,2
Glucose 201+ mr/an 43 29-57
AHanusaTtop HemoCue MMOJ/Ib/N1 2.6 1,8-3,4
Glucose 201RT mr/an 47 33-61

WTpunx-kog ana HemoCue Glucose gnsa uenbHoin kposu (B-Glu)
WTpnx-kog ana HemoCue ana nnasmeHHbIX akBuBasieHToB (P-Equiv)
WTpux-kog ansg HemoCue Glucose 201RT ans uenbHoOW KpoBu

LW Tpux-koa ana HemoCue Glucose 201RT gnsa nnasmeHHbIX 3KBUBa/IEHTOB

CrpaHuua 15 13 15

2020-07

HemoCue ans nnasMeHHbIX
3KBMBaNeHTOB «P>Equiv»

Llenesoe
3HayeHune

2,6
47
2,9
52
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Oxunpgaemblii
AvanasoH

1,8-34
33-61
2,1-3,7
38-66



[MepeBof AaHHOIO TeKCTa BbINOMHEH NepeBogYMkKomM BecenosbiM asnom AMUTpuesnyem.

I-0'\yach

Poccuiickan deaepaums

"opog Mocksa.

TpunauaToro oKTs6ps ABe ThICAUM ABAALATOro roja.

A, AeiHeko Jliogmuna BanepneBHa, BpEMEHHO UCMNOMHAKOWAsA 0683aHHOCTU HOTapuyca ropoga
Mocksbl [MpoKoweHKOBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYH MNOANMHHOCTL MOAMUCK
nepesofuynka Becenosa NMaBna AMuTpuresnya.

Moanuch caenaHa B MOEM MPUCYTCTBUMN.

JlnyHoCTb NognuncasLIero JOKYMEHT YCTaHOB/IeHa.

3apernctpuposaHo B peectpe: Ne 21/86-H/77-2020-

B3bICKaHO rocyapCTBEHHON NownuHbl (Mo Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a oKaszaHue yc/yr npaBoBOro M TEXHUYECKOro xapakrepa: 00 kon.

I'IOﬂll'Il/ICb N.B. [eiin

Fep6oBas neyatb
HoTapuyca r.Mocksbl

MpowHypoBaHo, MPOHYMEPOBAHO W CKPeneHo neyatoto Z-

HOAHMCb !} N.B. [eliHeko

Poccviickast denepalym
l'opon, Mockea
Tpvouaro oHTHOA [eThICAYN 1BAALATON0 rom

A Meiivexko Sioamwia BarepreBHa, BPEMEHHO WCIOMHAIOLEH
06513aHHOCTM HOTapuyca ropoga MockBb! TPOKOLLIEHKOBOWA EreHbl
EBreHbeBHbI, CBUAETE/LCTBYIO BEPHOCTL KON C ragAcTanieHHoro
MHe [JOKyMEHTa.
3aperncTtp)|p(»atMily 187N B6-H/77- 2020-

YrnaueoKasaHue yery>r,paMaani’ HUYpC«ro xapaktepa
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