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b Eurotro

Eurotrol Plasma/Low Hb Control
Intended Use

Eurotrol Plasma/Low Hb Control is an assayed hematology control intended for professional use in the
verification of the precision and accuracy of the HemoCue Plasma/Low Hb System.

IVD medical device

The Eurotrol Plasma/Low Hb Control complies with the iVD Medical Device Directive 98/79/EC and carries
the CE mark. Eurotrol Plasma/Low Hb Control isfor in vitro diagnostic use only.

Summary

Eurotrol Plasma/Low Hb Control is a quality control material with a known hemoglobin concentration.
Eurotrol Plasma/Low Hb Control may be used in the periodic verification of the precision and accuracy of
the HemoCue Plasma/Low Hb system. Please refer to local guidelines for recommended frequency of use.

Reagents

Eurotrol Plasma/Low Hb Control is produced at three physiok”~kally relevant levels. Each vial containing
1.0 mL of purified bovine hemolysate.

Storage and Stability

Eurotrol Plasma/Low Hb Control should be stored unopened in the refrigerator at 2-8 *C (36-46 *F). Stored
unopened at this temperature it isguaranteed stable as indicated until the expiration date on the outer

box. After opening the vial, it is stable for 30 days when properly recapped and stored at 2-8*C (36-46 *F)
or at room temperature 15-30 *C (59-86 *F).

Procedures/instructions for use

1. Allow the vial to stand for 15 minutes at room temperature 15-30 *C (59-86 *F).

2. Gently mix the vial 8-10 times or until a homogeneous solution is attained, 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. Fill the cuvette according to the
manufacturer's instructions. Place the filled cuvette in the instrument for analysis within
60 seconds after filling.

4. Wipe any excess material from the vial and the cap with a clean tissue. Recap the vial
tightly.

5 If the 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. !f the control still
does not perform as expected, contact technical assistance.
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Precautions

1. For invitro diagnostic use only.
Caution: Eurotrol Piasma/Low Hb Control is an Animal Blood Product. Bovine based
materials do not carry biohazards for man, such as Hepatitis B Surface Antigen (HBsAQ),
Hepatitis C Virus |HCV) and Human Immunodeficiency Virus (HIV-1/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 vials.

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

5. Eurotrol Plasma/Low Hb Control is notto 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 Plasma/Low Hb systems. The values are only valid on the HemoCue Plasma/Low Hb
system. Results obtained should fall within the expected range specified for the control.

For further information or technical assistance, please contact Eurotrol B.V.

I J I 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.

ASSAra) COMIHOISFOA INV m O tMACWONtcUSE
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Addendum to the operational documentation*

of medical device

Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring
in variations

Manufactured by Eurotrol B.V., the Netherlands

2021
* AvaitatHe on request
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Eurotroi Plasma/Low Hb Control Is an assayed hematology control intended for professional use Inthe
verification of the precision and accuracy of the HemoCue Plasma/Low Hb System.

indications for use

For the verification of the precision and accuracy of the HemoCue Plasma/Low Hb System. For in vitro
diagnostic.

Application area
For in vitro laboratory diagnostic.
in Vilo Diagnostic Medical Device (IVD)

Eurotroi Plasma/Low Hb complies with the IVD Medical Device Directive 98/79/EC and carries the CE
mark. Eurotroi Plasma/Low Hb is for in vitro diagnostic use only.

Description of the analyte {not part of the manufacturer's review)

Hemoglobin isan important component of red blood cells, which is responsible for the transport of oxygen
and cartron dioxide mainly to body tissue. Measurement of low concentrations of hemoglobin in plasma,
blood serum and irrigating fluids is used to assess the degree of hemolysis. Assessment of the degree of
hemolysis is used for quality control In many areas, for example, for analyzing the quality of blood

components prepared in banks, in preoperative and postoperative blood processing, as well as in many
other areas.

Reagents

Eurotroi Plasma/Low Hb Control is produced at three physiologically relevant levels. Each vial containing
1.0 mL of purified bovine herrK)lysate.

Composition
Eurotroi Plasma/Low Hb QCs for Low Hemt”~iobin measuring in variations

Variations:
1. Level '1.0', 2 x 1.0 ml in a package, includes:

- Vial with ared cap- 2 pc.
- Instruction for use-1 pc.
- Certificate of Analysis-1 pc.

2. Level '5.0', 2 x 1.0 ml in a package, includes:

- Vial with awhite cap- 2 pc.
- Instruction foruse-1 pc.
- Certificate of Analysis-1 pc.
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3. Level '20.0', 2 x 1.0 ml in a package, includes:

- Vial with a blue 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 tot of
the product.

Note:

1. Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring, in variations, ore a blood product of
animals. Control solutions based on materials of animal origin (bovine blood products) are not
characterized by the presence of biologicafly hazardous factors for humans, for example, the presence of
hepatitis B virus surface antigen (HBsAg), hepatitis C virus (HCV) and human immunodeficiency virus (HIV-
1 / HIV-2). This product does not contain the causative agents of transmissive 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 p/iormoceut/co/ substances.

Main consumer characteristics

The following information is not part of the manufacturer's review and has not been proven by the
manufacturer™:

50 tests can be done using 1vial of Eurotrol Plasma/Low Hb.

Sterilization methods of the device
The device does not require sterilization.

Software

N/A.

Service maintenance and repair
The device does not require maintenance and cannot be repaired.

Principal Method

The operational principal of Eurotrol Plasma/Low Hb QCs is based on Hemoglobin measuring, that
contains in QCs, on HemoCue Plasma/Low Hb analyzer in the regime «Quality Control».

The obtained measurement results are compared with the certified values of the Eurotrol Plasma / Low
Hb QCs for Low Hemoglobin measuring in variations, as a result of which the functional characteristics of
the HemoCue Plasma/Low Hb analyzer are checked.
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The measurement method is based on the technology of two-wave spectrophotometry at wavelengths of
570 nm and 880 nm.

Analytical and Diagnostic Performance

Precision performance

The hemoglobin concentration of the three different levels of Eurotrol Plasma/Low Hb Control was
measured frequently during a period of 20 {working} days on the HemoCue Plasma/Low Hb photometer.
The hemoglobin concentration was measured in duplicate twice a day. For each day new dropper bottles
were used from the same batch. Dropper bottles were stored accoixling to the instructions for use of
Eurotrol Plasma/Low Hb Control.

Based on the results of this evaluation, we conclude that the within-run precision and total precision is
within the clinical acceptable performance criteria (Level '1.0": <10% (CV%), Level '5.0": <7% (CV%) and
Level'20.0": <7% (CV%).).

Metrological traceability

At value assignment mean assay values are determined and are derived from replicated analyses on
factory calibrated HemoCue systems. Per dropper bottle 20 measurements are performed on the
HemoCue Plasma/Low Hb reference system. In addition, the HemoCue Plasma/L6w Hb system is traceable
to the ICSH method (International Committee for Standardization in Haematology).

Measuring range of the assay

To cover the low hemoglobin levels of (free) hemoglobin, Eurotrol Plasma/Low Hb Control is manufactured
at three different levels covering the lower range of (free) hemoglobin.

. Article Hemoglobin
Device name
number (g/L)
Eurotrol Plasma/Low Hb QC for Low Hemoglobin measuring Level
053.001.002 '-0,8
1.0
Eurotrol Plasma/Low Hb QC for Low Hemoglobin measuring Level
053.002.002 -5,0
'5.0"
Eurotrol Plasma/Low Hb QC for Low Hemoglobin measuring Level
053.003.002 -20,0

'20.0'

The measuring range of the HemoCue Plasma/Low Hb system is0-30 g/L. The HemoCue Plasma/Low Hb
system is based on a dual wavelength spectrophotometric technology. Measurements are performed at
570 nm and 880 nm.

Clinical Performance and Evidence

The clinical performance of a quality control such as Eurotrol Plasma/Low Hb Control cannot be
evaluated based solely on the QC. Only the combination of the IVD analyzer, reagents and QC have a
clinical perfonmance as these need to be used, and can only be used together. Therefore the clinical
performance of the IVD analyzer applies also to the CK and no separate data of the clinical performance
of the QC Eurotrol Plasma/Low Hb is available.

Test samples
Sampling is not provided.
Pa”e 8 cM3
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Equipment and ccmsumabies (for manual testing)
- HemoCue Plasma/Low Hb analyzer, Registration Certificate NeP3H 2016/3622 dated 03.02.2016;

- HemoCue Plasma/Low Hb microcuvettes, Registration Certificate Ne®C3 2011/10948 dated 29.01.2016;
=general laboratory equipment.
Pfocedures/Instrwctlons for use

1. Allow the via! to stand for 15 minutes at room temperature 15-30 *C(59-86 'F).

2. Gently mix the vial 8-10 times or until a homogeneous solution is attained, before sampling.

3. Do not fill the aivette from the vial. Dispense a drop of the control material onto a hydrophobic
surface, for example a plastic film. Fill the cuvette according to the manufacturer's instructions.
Place the filled cuvette in the instrument for analysis within 60 seconds after filling.

Wipe any excess material from the vial and the cap with a clean tissue. Recap the via! tightly.

If the 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 perfoim as expected, contact
technical assistance.

instructions for use and a list of the obtained values (depending on the batch), as well asthe barcode, are
contained inthe document enclosed in the product box. Due to the use of different data sheets of obtained
values depending on the lot and product level, the instructions for use (the same for ail levels) are printed
separately and attached to each la/el.

Contradi®l(Mis
No-
Precautions

1. Forinvitro diagnostic use only.

2. Caution: Eurotroi Piasma/Low Hb Control is an Animal Blood Product. Bovine based materials do
not carry biohazards for man, such as Hepatitis B Surface Antigen (HBsAQ), 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 vials.

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

5. Eurotro! Plasma/Low Kb Cx>ntrol is not to be used as a calibrator.

Calculated test

Concentrations oftest substances are calculated automatically by the HemoCue Plasma/Low Hb
analyzer.
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Expected results

The average value ofthe analysb and shown inthe attached sheet is based on a parallel analysis performed
on factory calibrated HemoCue Plasma / Low Hb analyzers. Values are only valid for HemoCue Plasma /
Low Hb analyzers. Results should be within the expected range for the control solution.

Shelf life
The shelf life of Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring in variations is 20 months.
Expired quality o>ntrols are not to be used.

Storage and transportatiMt
Storage

Eurotrol Plasma/Low Hb QCs should be stored closed at 2-8 *C (36-46 “ F) for the entire shelf life In
refrigerated chambers or refrigerators providing a regulated temperature regime with daily temperature
recording. When these storage conditions are met, the samples remain stable until the expiration date
indicated on the outer packaging. Alter opening the vial, the material remains stable for 30 days, provided
that the vial is properly dosed and stored at 2-8 ” C{36-46 *F) or at room temperature 15-30 *C (59-86 *
Fl.

Transportation

Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring in variations should be transported In the
original packaging of the manufocturer, which protects the product from external influences, on all modes
of transport in covered vehicles in accordance with the transport rules applicable to this type of transport
at temperatures from 2 to 8 *C for the entire shelf life.

When carrying out loading and unloading operations and transportation, the requirements of the handling
signs printed on the packaging and transport packaging should be strictly followed.

Attention: If the conditions of transportation and storage are not observed, the medical device cannot be
used!

Manufacturer's warranty
Claims about the quality of the medical device are sent to the manufocturer or an authorized
representative in the Russian Federation.

Manufacturer:
Eurob-ol B.V.

Phone: +31318 695777
Fax: +31318 695 770
Email: office@eurotrol.com
www.eurotrol.com
Kepleriaan 20,6716 BS, Ede, The Netherlands
Pi o 13
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Authorized Representative in Russia:

UC «RADIOMETER»

Phone: +7 495 228 92 06

Email: moscowO radiometer,ru

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

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

Utilization

Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring in variations must not be disposed of with
normal waste. For proper disposal, consult your local environmental authority.

In order to avoki possible environmental pollution, the waste from the used Eurotrol Plasma/Low Hb QCs
for Low Hemogtobin measuring in variations, as well as the quality controls with expired shelf life, must be
disposed of in accordance with local state and/or hospital regulatory requirements.

The following information in this subsection is not part of the manufacturer's review:

All samples and materials used and generated during research, including quality controls with an 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 and destroying used Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring in
variations, as well as with expired shelf life, it is nece”ry to act in accordance with hygiene standards and
follow official instructions for disposal and destruction of potentially infectious and chemical material
accepted in the territory of Russian Federation and in this health care bcility. Key issues in the waste
management strategy are optimization of tactics and approaches to end products, aswell as minimization of
possible environmental pollution.

When using Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring in variations, class B wastes are
generated, which are classified and disposed of in accordance with SanPiN 2.1.7.2790-10 "Sanitary and
epidemiologicai requirements for the treatment of medical waste".

Standards
The following is a list of standards according to which Eurotrol Plasma/Low Hb QCs for Low Hemoglobin
measuring invariations are produced:

« CEN-EN-1S013485:2016 Medical devices. Quality Management Systems. Regulatory requirements
« CEN-EN-ISO 14971; 2012 Medical devices. Application of risk management to medical devices

e CEN-EN-ISO 18113-1: 2011 Medical diagnostic products in vitro. Information supplied by the
manufacturer (labeling). Part 1. Terms, definitions and general requirements
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« CEN-EN-ISO 18113-2: 2011 Medical diagnostic products in vitro. Information supplied by the
manufacturer (labeling] =Part 2: Invitro diagnostic professional reagents

= CEN-EN-ISO 23640:2015 In vitro diagnostic medical equipment
« CEN-EN 13612:2002 Laboratory evaluation of the technical characteristics of medical devices

< CEN-EN-1SO 11737-2: 2009 Sterilization of medical devices. Microbiobgical methods. Part 2. Sterility
tests carried out during validation of the sterilization process

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

« ISTA-7D: 2007 Thermally controlled shipping packaging for systematic delivery of parcels of goods
= CISi-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 is not part of the manufacturer's essential principle review, the conclusions were drawn
by Radiometer LLC:

Eurotrol Plasma/Low Hb QCs for Low Hemoglobin measuring in variatbns also comply with the foibwing
standards:

«GOST R52905-2007 "Medical laboratories. Safety requirements”.
« SanPiN 2.1.7.2790-10 "Sanitary and epidemblogical requirements for the treatment of medical waste"
= MU 287-113 on disinfectbn, pre-sterilization cleaning and sterilization of medical devices.

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

« GOST R ISO 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, operating conditions, storage and
transportation regarding the impact of climatic environmental factors

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

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

«GOST R ISO 23640-2015 Invest™atbn of the stability of in vitro diagnostic reagents
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« GOST R ISO 18113-2-2015 Medical products for In vitro diagnostics. Infomiatton provided by the
manufacturer (labeling). Part 2. In vitro diagnostic regents for pt4>fessional use

« Order of the Ministry of Heafth 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 of the Ministry of Health of Russia dated January 19, 2017 No. lIn.

Symbols used

Cautionl

Use by

In Vitro Diagnostic Medical Device
Manufacturer

Batch code

Temperature limitation

Reference number

C C CE mark
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MepeBof C aHITMIACKOTO A3blKa Ha PYCCKMiA A3bIK

<Jlorotun EspoTtpon (Eurotrol)>

NHCTPYKUMS N0 NPUMEHEHWIO

KoHTponbHble pactBopbl Eurotrol Plasma/Low Hb
NS KONMYECTBEHHOIO OnpeaesieHNa HU3KOM KOHLUEHTpauumn remorsiobunHa,
B BapuaHTax UCMOJTHEHUS

nponsBofcTBa KoMnaHunm «Espotpon 6.B.» (Eurotrol B.V.), HugepnaHabl

<[lorotun: Toproasi nanata
Toprosas nanata HugepnaH4oB>  HugepnaHaos
NerannsosaHo

YTBepxaeHo

<l Tamn; 30 MAPTA 2021 I >
«EBpoTpon b.B.» (Eurotrol B.V.)

B.B. bnaHkecTeliH (W.W. Blankestijn) [lara: 29.03.2021 ©

YT1pext

<[lognucb>
<lognucb> &

(Mognuce)
Hannans ®unmnneHc (Daniel Philippens)

AupekTop oTaena obecreyeHns Kauectsa/
PerynsTopHoro oTaena

<l Tamn:
LTamn «EBpoTpon 6.B.»

n/a 722,6710 BS 3pe
Kennepnaan 20,6716 BS 3Jpge
HugepnaHgbl
(Eurotrol B.V.

PO Box 722,6710 BS Ede
Keplerlaan 20, 6716 BS Ede
The Netherlands)
www.eurotrol.com
Ten.:+31 318 695777>

«EBpoTpon 6.B.» *n/s 722,6710 BS 3ae * KennepnaaH 20, 6716 BS 3ae mHugepnaHapl
(Eurotrol B.V. mP.O. Box 722,6710 BS Ede *Keplerlaan 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 nnatensuinka HAC NL009139448B01
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ATIOCTHIJIb
(T'aarckan xouseHLHS OoT 5 okTabpa 1961 r.)

1. Crpana: HWAEPJIAHABI

Hacroawwmi opuunanbhuliit 0KyMeHT

Guin noanucan B.B. Baankecretinom (W.W. Blankestijn)

BLICTYTIAIOMMM B KAUESCTBE NpeacTasuTeNs Topropo-

MPOMBILIEHHOK nanaTsi

4. CKpenneH NevaThiO/MITAMNOM Bhimeykasankol Toproso-
NPOMBIILIEHHON NIAnaTHE

ww

YaocrosepeHo

B T. ApHeM 6. 02.04.2021r.

cexperapeM okpysxHoro cyaa I'enpepnanaa
3a Ne 21-382

g N

9.  MecTo nevarw/mramna; 10. Hoansuce.
K. Bypc (C. Boers)

<[Toonucwv>

<Hakneixa/Pensednas repSopan nevarts:
CYA * FEJIZIEPJIAHA>
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<Jlorotnn EBpoTpon (Eurotrol)>

Eurotrol Plasma/Low Hb Control
Ha3HauyeHue

Eurotrol Plasma/Low Hb Control npegctaBnser co60lii aTTeCTOBaHHbIA KOHTPO/bHbIA FemMaToorM4yecKunii
matepuan, npegHasHauyeHHbIM A8 NPOPECCMOHANLHOTO KOHTPOMS NPEeUM3MOHHOCTM U TOYHOCTM CUCTEMBI
HemoCue Plasma/Low Hb.

MeguunHckoe usgenue 4na gUarHocTuky in vitro (IVD)

Eurotrol Plasma/Low Hb Control cooTsetcTByeT TpeboBaHuaM [upektuebl EC 98/79/EC no MeauUMHCKUM

N3Lenuam ANs OUarHOCTUKK in vitro U uMeeT mapkuposky CE. Eurotrol Plasma/Low Hb Control npegHasHayeH
TONbKO [N ANarHOCTUKM in vitro.

0630p

Eurotrol Plasma/Low Hb Control npeactaBnsier coboil maTepuan fnd KOHTPOAS KayecTBa C M3BECTHOM
KOHLeHTpaumnein remornobuHa. Eurotrol Plasma/Low Hb Control moxeT ncnonb3oBaTbCst ANs NEPUOAUYECKOTrO
NPO(ECCUOHANIBHOIO KOHTPONA MNPELM3NOHHOCT W TOYHOCTM cuctemMbl HemoCue Plasma/Low Hb. YactoTa
M3MepeHnin ycTaHaBIMBAETCS B COOTBETCTBUM C TPeO6OBaHUAMM MECTHOIO 3aKOHOZATEe/TbCTBA.

PeareHTsl

Eurotrol Plasma/Low Hb Control npoussogutca ¢ TpeMs (hU3MONOrMYECKN 3HAYUMbIMU YPOBHSAMU COAEPXKaHMA
remorno6uHa. Kaxablii hnakoH cogepxut 1,0 Ma 04MLLEHHOr0 Hblubero remonusarta.

YcnoBua xpaHeHusa u obecneyeHve yCTOI;iHVIBOCTVI

Eurotrol Plasma/Low Hb Control cnesyeT xpaHuTb B 3aKpbiTOM BuAe npu Temnepatype 2-8 ®C (36-46 EF).
Mpy XpaHeHUW B 3aKPbITOM BUAE MPW YKa3aHHON Temnepatype 06pasLbl COXPaHSAIOT YCTONYMBOCTb [0 UCTEUYEHUS
CpOKa TOAHOCTW, YKa3aHHOMO0 Ha BHeLWHel ynakoBke. [locne BCKpbITMS (bnakoHa Mmatepuan CcoxXpaHseT
YCTOYMBOCTb B TedeHue 30 fHeld NMpu YCNOBWM, YTO (hNAKOH 3aKpbIT KPbILLKOA Hagfexalium o6pasoM 1 XpaHUTCS
npu TemnepaType 2-8®C (36-46 ®F) nnn npu KoMHaTHOI Temnepatype 15-30 ®C(59-86 ®F).

Mpoueaypbl/HHCTPYKUUS MO NPUMEHEHUIO

1. OctaBbTe (hakOH B BEPTMKa/lbHOM MOMIOXKEHUN B TeyeHWe 15 MuHYT npu TemnepaType 15-30 ®C (59-
86 °F).

2. Tlepefn B3ATMEM MaTepuana OCTOPOXHO MepeBepHUTE hnakoH 8-10 pa3 unn Ao NonyyeHUs oAHOPOAHOrO
pacTBopa.

3. He HanonHsiTe KHOBETY MaTepuanoM HEMoCPeACTBEHHO U3 (hnakoHa. [loMecTMTe OAHY Kannko
KOHTPONBLHOrO MaTepuana Ha ruagpoobHY0 MOBEPXHOCTb, HarNpumep, Ha MNOMMMEPHYI MEHKY.
HanonHuTe KOBETY B COOTBETCTBMM C MHCTPYKLMAMM NpousBoanTens. NMomecTuTe KIOBETY B MHCTPYMEHT
AN aHanusa B TeveHue 60 ceKyHp nocne HamnosHeHus.

4. Tpu nomMowM umcToil candeTKu yaanuTe C MOBEPXHOCTM (DaKOHA W KPbIWKMA WM36bITOK MaTepuana.
MNoTHO 3aKpoiiTe hakoH.

5. ECAM KOHTPO/bHbIA MaTepman He obGecrneyMBaeT OXWMAAEMbIA pe3ynbTaT, MepecMoTpuTe WHCTPYKLUMIO
Nno NPUMEHEHNIO WMHCTPYMEHTA, 4TOObl Y6eAnTbCA, 4TO TecT 6bll BbIMOMAHEH HaanexawuMm 06pasomM.
MpoBepbTe CPOK FOAHOCTM M YCOBUSA XPaHEHWS KOHTPONIbHOrO MaTepuana u KioBeT. [MoBTopuTe TecT.
Ecnn KOHTPONbHBIA MaTepuan CHOBa He 06ecrneynT OXWMAAeMblii pesynbTaT, CBSKUTECH CO CAYXO6ol
TEXHUYECKO NOAAEPXKKN.
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<Jlorotun EBpoTtpon (Eurotrol)>
Mepbl NpefoCTOPOXKHOCTHU

1. TonbKo Ana AMarHOCTUKW in vitro.

2. Bnumanue! Eurotrol Plasma/Low Hb Control n3rotosneH ¢ npumeHeHUeM npenapaToB KPOBU XXMBOTHOIO
NPoOUCXoXaeHUs. MaTtepuanbl Gbl4bEr0 MPOUCXOXKAEHWUS He SBNAAIOTCS GMOMOTMYECcKM OMacHbIMU AN
yenoeeka. Cpean MpoYero MCKYaeTcs BO3MOXHOCTb COAEPXKaHWA B HWUX MOBEPXHOCTHOrO aHTWUreHa
Bmpyca renatuta B (HBsAg), Bupyca renatuta C (HCV) n Bmpyca nmmyHogeduunta venoseka (HIV-
1/HIV-2). [aHHbliAi MaTepuan He COAEPXMT BO30yAMTenei TPaHCMUCCMBHOM ry64yaToi 3Huedanonatum
(Tra).

3. Tpu obpaweHnn ¢ ¢GnakoHamm u  UX  YTUAM3aUMM  cneayeT NpUAEpXKMBaTbCa TakMx XKe Mep
NMPeaocTOPOXHOCTU, Kak M npu paboTe ¢ 06paslaMu, ssstsemu Y MALKMEHTOB, UYTO COOTBETCTBYET
TpeboBaHMAM Hafexallell 1abopaTopHOV NPaKTUKK.

4. [aHHOe n3genve He cnefyeT YTUAU3UPOBATL C 06bIYHBIMU O0TX0AaMMW. MNPOKOHCYNbTUPYTECH C MECTHBIMU
OpraHamm OxpaHbl OKpYXatoLLeid cpefibl MO BOMPOCY YTUAM3ALMN JaHHbIX U3LENNA.
5. Eurotrol Plasma/Low Hb Control He npefHa3HayeH A1 MCNOMb30BaHWSA B KayecTBe Kannbpartopa.

OXxungaemMble pesynbTathbl

CpefHee 3HaueHWe No pe3ynbTaTaM aHannsa, NPUBEEHHOE B MpuiaraeMoi Tabnuue 3HauvyeHWi, nonyyeHo
Ha OCHOBe MapaifieflbHOro aHanu3a, BbINOAHEHHOro Ha cuctemMax HemoCue- Plasma/Low Hb ¢ 3aBoAckoi
KannbpoBKON. 3HayeHUs [eincTBUTENbHbI TONbKO Ans cuctembl HemoCue Plasma/Low Hb. TMony4yeHHble
pesynbTaThbl JO/MKHbI HAXOAWUTLCA B Npefenax 0XWAAeMOro f1anasoHa, OnpeAeneHHOro B LeNsxX KOHTPons.

Bonee noapobHy0 MHOPMALMIO N TEXHUYECKYHO NOALEPXKKY MOXHO MOMYyYMTb, CBA3ABLUMCH C MPeACcTaBUTeNaMU
KoMmnaHuu «EspoTpon b.B.» (Eurotrol B.V.):

I'li TenedoH +31 318 695 777
dakc +31 318 695 770
3n. nouta; office@eurotrol.com

www.eurotrol.com

«EBpoTpon b.B.», Kennepnaan 20, 6716 BS 3ge, Hugepnangel (Eurotrol B.V., Keplerlaan 20, 6716 BS Ede,
The Netherlands).

ATTECTOBAHHBIE KOHTPOJ/IbHbIE OBPA3LbI ANA ATUTHOCTUKW 1\ viTRO
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<Jlorotun EspoTtpon (Eurotrol)>

[JononHeHne K aKcnayaTauMoOHHON AOKYMeHTaunum*

MEeANLMHCKOro n3fenms

KoHTposbHbIe pacTBopbl Eurotrol Plasma/Low Hb
L0151 KONMMYECTBEHHOIO ONPeesieHNA HU3KOW KOHLUEHTpaumnmn remoriobunHa,
B BapuiaHTax UCMONIHEHUSA

npousBoacTBa KomnaHum «EgpoTtpon 6.B.» (Eurotrol B.V.), HuaepnaHgbl

2021

* [MocTaBnseTcs no Tpe6oBaHuIo
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<Jlorotun EspoTpon (Eurotrol)>

Cogep>xaHue
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<Jlorotnn EspoTpon (Eurotrol)>

Ha3sHaueHue
KoHTponbHble pactBopbl  Eurotrol Plasma/Low Hb npegctaBnseT co6oii  aTTecTOBaHHbIA  KOHTPOSbHLINA

remaToflorM4yeckuii matepuas, NpegHasHaueHHbIN AN NPOPEeCcCMOHaNbHOMO KOHTPOS NPELM3NOHHOCTI M TOYHOCTM
cuctembl HemoCue Plasma/Low Hb.

MokasaHna K NpMMeHeHuno

[ns KOHTpONa NpeymsnoHHOCTU 1 TOYHOCTK cucTembl HemoCue Plasma/Low Hb. a4 in vitro gnarHocTukm.
O6nacTb NpUMeHeHus

[N KNMHWYeCKoi nabopaTopHOW AMarHOCTMKM in vitro.

MeguynHckoe n3genve na GUarHOCTUKK W vitro

KoHTponbHble pacTBopbl Eurotrol Plasma/Low Hb cooTseTcTBytOT Tpe6oBaHusm [Adwupektussl EC 98/79/EC
no MeANLVHCKAM W3aennaM Ans [UarHOCTUKM in vitro, U WUMelT MapkmpoBky CE. KOHTpo/ibHble pacTBopbl
Eurotrol Plasma/Low Hb npegHa3HayeHbl TO/IbKO AN 4MATHOCTUKM in vitro.

OnucaHWe ueneBoro aHanuTa (He BNSETCS YacTblo 0630pa NPOU3BOAMTENS)

[emMOrno6uMH - BaXKHbIA KOMMOHEHT 3PUTPOLMTOB, KOTOPbIA OTBEYAET 3a. TPAHCMOPTWMPOBKY KMUC/IOpoAa
1 YINEeKMCIOro rasa rnaBHbIM 06pa3oM B TKaHW Tena. V3MepeHue HU3KUX KOHLEHTpauuil remMorno6uHa B nnasme,
CbIBOPOTKE KPOBW W OPOLLAIOLMX XUAKOCTAX M UCMOMb3yeTcs AN OLEHKW cTeneHu remonmsa. OueHKa CTeneHu
reMonmsa WCrosb3yeTcs A/ KOHTPONS KauyecTBa BO MHOMMX 06MacTaX, Hampumep, A aHajv3a KadyecTsa
3ar0TOB/IEHHbIX B 6aHKaX KOMMOHEHTOB KPOBW, MpW NpeaonepalyMoHHO U nocTonepaunoHHoli 06paboTke KpoBM,
a TaKkXXe BO MHOTUX pYrnX 061acTsx,

PeareHTbl

KoHTponbHble pacTBopbl Eurotrol Plasma/Low Hb npowssogdatcss B Tpex pas3inMuyHbiX Bugax (ypoBHSX),
COOTBETCTBYIOLLMX HWKHEMY Amanas3oHy (CBo60AHOro) remorfnobuHa. Kaxaelii ¢nakoH cogepxut 1,0 mn
OYMLLEHHOrO BblYbero reMonm3ara.

KomMnnekKTHOCTb

KoHTponbHble pacTBopbl Eurotrol Plasma/Low Hb Ans KoAMuyecTBEHHOTrO OMpPeAeneHus HWU3KOW KOHLeHTpaLuu
reMorno6uHa, B BapuaHTax UCMO/HEHNS

BapuraHTbl NCMONHEHUS:
1. YposeHb 1.0, 2 X 1,0 M1 B ynakoBKe, B COCTaBe:

- ®NaKOH C KPacHbIM KO/MayKoM - 2 LuT.
* IHCTPYKUMA MO NpUMeHeHuto - 11T,
- CepTudmkar aHanmsa - 1 .

2. ¥YposeHb 5.0, 2 x 1,0 M1 B yNnakoBKe, B COCTaBE:

- ®1aKkoH ¢ 6e/bIM KOMMaykom - 2 LT,
- VIHCTpyKUMA no npyMeHeHuto - 1 LT.
- CepTumkar aHanmsa - 1 w.
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<Jlorotnn Espotpon (Eurotrol)>
3. yposeHb 20.0, 2 x 1,0 mn B ynakoBKe, B COCTaBe:

- ®N1aKOH C CMHUM KOJINAYKOM - 2 LUT.
* VIHCTPYKUMA MO NPUMEHEHUIO - | WT.
- CepTudmkar aHanmsa - 1.

3HaueHNs KOHTPONbHbIX PacTBOPOB W LONYCTVMble [ManasoHbl YKasdaHbl B CepTUQMKATE aHanm3a Ha Kaxaplii noT
(ceputo) nsgenus.

MpumeyaHwue:

1. KoHTponbHble pacTBopbl Eurotrol Plasma/Low Hb gns konnyecTtBeHHOro onpeaeneHns HU3KOM KOHUEeHTpauum
remorniobuHa, B BapuaHTax WCMONHEHNS, W3rOTOB/EHbI C TMPUMEHEHMEM MpenapaTtoB KpPOBW >XWBOTHOTO
NPONCXOXXAeHNsA. KOHTPO/IbHble PacTBOPbl Ha OCHOBE MaTepuasnoB XXWBOTHOTO NPOUCXOXAEHUA (nMpenapartbl
KPOBM ObIlY4bEro MNPOUCXOXKAEHWS) He XapaKTepusyrTcs Haamumem OUONOrMYeckn onacHbIX (aKTopoB
ANS YenoBeka, Hanpumep, HandMem NOBEPXHOCTHOrO aHTUreHa supyca renatuta B (HBsAgQ), Bupyca renaTtmnrta
C (HCV) n Bupyca nummyHogedunymta yenoeka (H1V-1 / HIV-2). laHHbIA MaTeprnan He COAEepPXUT BO3byauTenei
TPAHCMWUCCUBHOW ry6yaTtoi aHuedanonatum (Tra).

2. B cocTaBe u3gems OTCYTCTBYIO T Matepuanbl, BCTynawlue B HENOCPELCTBEHHbIA WM ONOCPELOBaHHbIN
KOHTaKT C OpraHn3MoM nauueHTa W MnepcoHana, WCMonb3ylLWero Wsgenve, npv BbINOJHEHUW TpeGoBaHWUiA
3KCNAyaTaluMoHHOM JOKyMeHTaUUN (MHCTPYKLUM MO NPUMEHEHNIO).

3. B cocTaBe u3fenvst OTCYTCTBYIO T eKapCTBEHHbIE CpeacTBa 1 hapmaleBTnyeckme cy6cTaHumm.

OcHOBHble I'IOTpe6VITefIbCKV|e XapaKTepunctnkKun
Cnepytolan VIH(*]OpMaLLVIFI He AB/1AeTCA 4acCTbtO 0630pa nponssognuTena n He NoATBepPXAeHa NPon3BoANTENEM;

1 (pnakoH-KanenbHUUA KOHTpOnbHOro pacteopa Eurotrol Plasma/Low Hb paccuntaH Ha nposefeHue
50 nocTaHOBOK.

MeToabl cTepunmsanumn nsgenus
W3nenuve He TpebyeT cTepunamsauum.

MporpaMmMHoe obecnevyeHne

OTcyTCTBYeT.

TexHunyeckoe o6cny>+<|/|BaH|/|e N PEMOHT n3genna
M3genmne He TpebyeT TEXHUYECKOrO 06CYXXUBAHUA U He NOLNEXUT PEMOHTY.

MpuHunN gerctens

MpUHUMN [eCTBUS KOHTPO/bHBIX pacTBOpoB Eurotrol Plasma/Low Hb ocHOBaH Ha W3MepeHUWM KONMYecTBa

remornobuHa, cofepxallerocs B KOHTPOMbHbIX pacTBOpax, Ha aHanusatope HemoCue Plasma/Low Hb B pexume
«KOHTPO/Ib KayecTBa».

Mony4yeHHble pesynbTaTbl W3MEPEHWI CPaBHMBAKOTCA C MaCMOPTHLIMK 3HAYEHMSIMU KOHTPO/IbHLIX PacTBOPOB
Eurotrol Plasma/Low Hb gns Konn4yeCcTBEHHOr0 OMpeAeneHMs HW3KOM KOHLEeHTpauuu reMornobuHa, B BapuaHTax

NCMONHEHNS,, B pe3ynbTaTe Yero MpPoBepsOTCA (YHKUMOHANbHbIE XapaKTepucTUku aHanmsatopa HemoCue
Plasma/Low Hb.
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<Jlorotnn EBpoTpon (Eurotrol)>
MeTop U3MepeHnst OCHOBaH Ha TEXHONOTMW ABYXBOIHOBOI CNEKTPOhOTOMETPUN Ha A/IMHaxX BOMH 570 HM 1 880 HM.

AHanUTUYecKne N AMarHoCTUYeCcKne XxapakTepucTukn

Mpon3BoAUTENbHOCTL B OTHOLUEHUW TOYHOCTU U3MEPEHUI

KoHueHTpaums remorniobmHa Tpex pasfnyHbIX YPOBHEW KOHTPOMbHbIX pacTBopoB Eurotrol Plasma/Low Hb
AN KONMYeCTBEHHOrO OnpefeNieHNs HWU3KOW KOHLeHTpauuu remorniobuHa, B BapuaHTax WCMOMHEHUA PerynsipHo
namepsnace B TeyeHume nepuoga 20 (paboumx) AHeli ¢ nomouibio aHanusatopa HemoCue Plasmji/Low Hb.
KoHueHTpaunsa remornobuHa m3Mepsnach [Ba pasa ABaXAbl B AeHb. DIaKOHbI-KanefbHWULbl, WCMOb3yeMble
AN N3MEPEHUN, YTUAN3MPOBAIUCL MOC/ME KaXAO0ro AHA M3MepeHuid. [ns Kaxnoro AHS WCMOMb30Ba/IUCh HOBbIE
(hNaKoHbI-KanebHWLbl M3 OAHON cepun. PnakoHbl-KanenbHWLblI XPaHUANCh B COOTBETCTBUU C WHCTPYKLMAMM
no NPUMEHEHUI0 KOHTPOSbHBLIX pacTBopoB Eurotrol Plasma/Low Hb ans konuuecTBeHHOro onpegeneHus HU3KOWM
KOHLieHTpauun remornobuHa, B BapnaHTax UCMOHEHNS.

Ha ocHoBaHuMM pe3ynbTaToB faHHOM OLEHKN MOXKHO CAefaTb BblBO4 O COOTBETCTBMM CEPUIAHON 1 06LLE TOYHOCTM
KAMHWYecKUM  Kputepuam  (ana  ypoBHa «1.0» <10% (koadhduuymeHT Bapuauuu), A0S YPOBHS  «5.0»
<7% (KoahpmumeHT Bapnaymn), ana ypoBHs «20.0» <7% (Ko3appuUneHT BapraLmn)).

MeTponormyeckas nNpoc/exnBaemMocTb

Mpy MPWUCBOEHUM 3HAYEHUIA OMpPEefEeNnstoTCa CpefHMe MOKasaTenn, KOTOpble MOAYy4atoT M3 MOBTOPSIEMbIX aHA/IN30B
Ha 3aBOACKMX KanmbpoBaHHbIX aHanm3atopax HemoCue Plasma/Low Hb. Mo kaxpomy nakoHy-kanefbHuLe
BbINonHAeTca 20 usMepeHuii Ha kanmbposaHHOM aHanusatope HemoCue Plasma/Low Hb. AHanusatop HemoCue
Plasma/Low Hb sBnsetca npocnexxusaembiM Mo MeTody MexX/AyHapoAHOro KomuTeTa Mo CTaHAapTu3auuu
B rematonoruun (ICSH).

[vana3oH n3MepeHus pe3ynbTaTOB KO/IMYECTBEHHOMO aHanM3a

[na oxBaTa HWM3KOro YpoBHsi (CBOOGOAHOro) remornobmHa KOHTPO/bHble pacTBopbl Eurotrol Plasma/Low Hb
AN KONMYeCTBEHHOTO OnpefefieHNs HU3KOW KOHLeHTpaL M reMorniobuHa, B BapuaHTax UCNoNHEHUA NPOU3BOAMTCS
C YYETOM TPexX pasNyHbIX YPOBHEN, 0XBATbIBAKOLLMX HMXKHMIA AMnana3oH (CBOGOAHOr0) remMoraio6mHa

HavnmeHoBaHWe NpofyKTa Homep Femornoduy
poAy nosnmm (r/n)

KoHTponbHbIl pacTeop Eurotrol Plasma/Low Hb gns KOnnM4ecTBEHHOTO 053.001.002 08
onpegeneHns HU3KON KOHLEHTpaLM remornobuHa Y poseHs 1.0 U '
KoHTponbHbIiA pacTeop Eurotrol Plasma/Low Hb gns KonnyecTBEHHOMO

o 053.002.002 -5,0
onpegeneHns HU3KOM KOHLEHTpaLUM remornobrHa Y poseHs 5.0
KoHTponbHbIiA pacTBop Eurotrol Plasma/Low Hb ans konuuectseHHOro 053.003.002 20,0

onpegeneHns HU3KON KOHLEHTpaLum remornobuHa Y poseHs 20.0

[vnana3oH namepeHuit cuctembl HemoCue Plasma/Low Hb coctasnsiet 0-30 r/a. MpuHuMn paboTbl aHanmn3aTopa
HemoCue Plasma/Low Hb ocHoBaH Ha TexHOMOrMW [ABONHOW BOSIHOBO cheKTpooToMeTpun. K3mepeHns
BbIMOJIHATCA MPW AUHe BOJSIHbI 570 HM 1 880 HM.

KnuHunyeckune xapakTepucTUKN U KIMHUYECKNE AaHHble

KnnHnYecKne xapakTepucTUKM NPOAYKTa, TaKOro Kak KOHTPOJibHble pacTBopbl Eurotrol Plasma/Low Hb, He moryT
ObITb OLEHeHbl TONLKO HA OCHOBaHUW KOHTPO/A KavecTBa. TO/IbKO COYETaHMe aHasim3aTopa in vitro AUarHOCTUKM,
peareHTOB W KOHTPO/IbHOTO BELECTBA WMEEeT K/MHWYECKYH TOYHOCTb, MOCKOSIbKY OHW [O/MKHbI U MOryT
NCMONb30BaThCA TOMBKO BMecTe. [MOCKONbKY KAWMHWYECKMe XapaKTepucTukn aHanmsatopa |IVD HepaspbiBHO
CBfi3aHbl C JaHHbIMW KOHTPONS KAauyecTBa, AaHHble O K/WHUYECKUX XapaKTepuCTUKaxX U O KOHTPOSie KavecTsa
B OTHOLUEHWM KOHTPO/bHbIX pacTBopoB Eurotrol Plasma/Low Hb ansa konnyecTBeHHOro onpefeneHuns HWU3KOW
KOHLeHTpaLmmn remornobrHa, B BapuaHTax UCNOMHEHUSA, He NPeAOCTaBNATCA N0 OTAEeNbHOCTU.

Wccnepyemble 06pasybl

3abop 06pasL 0B He NpefyCMOTPEH.
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<Jlorotnn EBpoTpon (Eurotrol)>

Cnoco6 npuMeHeHus
O6opyaoBaHme n matepuanbl (4NA «py4YHO» NOCTAHOBKM)
- aHanu3atop 4N onpegeneHusa remornobmHa HemoCue Plasma/Low Hb, PY NeP3H 2016/3622 o1 03.02.2016 r;

- mukpoktoBeTbl HemoCue Plasma/Low Hb, PY NedC3 2011/10948 ot 29.01.2016 r;
- 0bLLee nabopaTopHoe 060pyaoBaHMe.
Mpouefypbl/MHCTPYKLNA NO NPUMEHEHUIO

1. OcTaBbTe (PnakoH B BEPTMKA/IbHOM MONOXEHMM B TedeHWe 15 MUHYT npu Temnepatype 15-30 °C (59-
86 “F).

2. lMepep B3aTMEM MaTepuana OCTOPOXHO MNepeBepHUTE (hakoH 8-10 pa3 uan 4o NoAyyYeHUs OLHOPOAHOro
pacTtsopa.

3. He 3anofHsiiTe KOBeTYy MaTepuasioM HEMOCPeACTBEHHO U3 ¢akoHa. [lomecTuTe OfHY Kanswo
KOHTPONBbHOIO MaTepmana Ha ruApoMO6HYI0 MOBEPXHOCTb, HanpuMep Ha MOSIMMEPHYIO  MNJIEHKY.
HanonHute KiOBETY B COOTBETCTBUM C MHCTPYKLMAMU Npou3BoauTens. MNomMecTuTe KIOBETY B MHCTPYMEHT
ON19 aHanu3a B TeyeHe 60 CEKYH/ Moc/e HamnoaHeHuUs.

4. Tpy NomowM 4YMCTOW canteTkn yaanuTe C MOBEPXHOCTU (hflakOHa W KPbILWKMA M36bITOK MaTepuana.
MN0THO 3aKpoiTe (NaKoH.

5. EcCNu KOHTPONbHbIA MaTepuan He obecneyvBaeT OXWAAeMblli pe3ynbTaT, NepecMOTPUTE WMHCTPYKLMIO
Mo MPYMEHEHUI0 WHCTPYMEeHTa, 4YTobbl y6efuTbCsA, 4TO TeCT 6bl1 BbINOJHEH HafnexawuyM 06pasomM.
MpoBepbTe CPOK rOAHOCTU U YCNOBUA XPaHeHWS KOHTPONbHOro Mmatepuana u KroBeT. [MOBTOpUTe TecT.
Ecnn KOHTPO/bHbIA MaTepuan CHOBa He O00ECMeyuT OXMAAEMbIA pe3y/bTaT, CBSXKUTECh CO CyX60oi
TEXHUYECKOW NOLAEPXKKM.

WHCTPYKUMS 1O MPUMEHEHWIO U BEAOMOCTb MOMYYEHHbIX 3HAUeHWiA (3aBUCUT OT Cepuu), a TakxkKe LWITPUX-KOA,
cofepXKaTcs B [OKYMEHTe, BIOXKEHHOM B KOPOGKY C NpoAyKToM. BBWAY WMCMOMb30BaHWS PasfiMyHbIX BEAOMOCTEN
MOYYEHHbIX 3HAYEHUIA B 3aBMCUMOCTM OT NapTWU W YPOBHS MPOAYKTa MHCTPYKLMS NO NMpUMeEHEHUO (04MHaKOoBas
ON1s BCEX YPOBHEi) neyaTaeTcs 0TAebHO M MPUNAraeTcs K Kax4oMy YPOBHIO.

MpoTnBonokasaHmnsa
OTCyTCTBYIOT.
Mepbl NpesoCcTOPOXKHOCTU

1. TonbKo 418 AMarHOCTUKM B YCNOBUSAX in vitro.

2. BHumaHwne! KoHTponbHble pactsopbl Eurotrol Plasma/Low Hb n3rotoeneHbl ¢ npuMeHeHWeM npenapaTos
KPOBMW >XMBOTHOTO MPOUCXOXAEHWs. Matepuanbl 6blYbero NMPOMCXOXAEHUA He ABNAIOTCA OGUONOrMYecKu
onacHbiMW  AnA  4enoBeka. CpeaM MPOYEro  MUCK/KOYAeTCS BO3MOXHOCTb  COAEepXaHusi B HUX
MOBEPXHOCTHOIO aHTWUreHa Bupyca renatuta B (HBsAg), supyca renatuta C (HCV) u Bupyca
nMmyHogepuumta denoseka (HIV-1/HIV-2). [aHHblii  mMaTepuan He COAEPXMT  BO3GyauTenei
TPaHCMMWCCUBHOM ry6yaToin sHuedanonatum (TI3).

3. Mpu obpaweHnn c ¢GnakoHamMu W KX YTUAM3auuy cnegyet MNPUAEPXKUBATbCA TakUX e Mep
NpefoCcTOPOXHOCTM, Kak M npu paboTe C obpasuamu, B3ATHIMW Yy MAUWEHTOB, YTO COOTBETCTBYET
TpeboBaHMAM Hafnexalleil 1abopaTopHON MPaKTUKN.

4. [laHHOe u3genvie He cnefyeT yTUAU3MPOBATb C 0ObIYHBIMU OTX0A4aMKU. TTPOKOHCYNbTUPYATECH C MECTHBIMU
opraHamu oxpaHbl OKpY>atoLLei cpefpbl N0 BOMPOCY YTUAM3aLUN AaHHbIX U3LeNNiA.

5. Eurotrol Plasma/Low Hb Control He npegHa3HayeH 15 MCNO/b30BaHMS B Ka4ecTBe KasmbpaTopa.

PacueT pe3ynbTaTtos

KOHUEHTpaums uccneayembixX BELLECTB PacCUMThbIBAETCS aBTOMaTUUecKy aHanm3atopoM HemoCue Plasma/Low Hb.
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<Jlorotun EBpoTpon (Eurotrol)>

Oxungaemble pe3ynbTathbl

CpefHee 3HaueHWe, MoO/y4YeHHOe MO pe3ynbTaTaM aHaiM3a UM yKasaHHOe BO B/IOXKEHHOW BefoMOCTW, MOMYYeHOo
Ha OCHOBE NapajfieflbHOr0 aHaan3a, BbIMOMHEHHOro Ha aHanu3aTopax HemoCue Plasma/Low Hb ¢ 3aBogcKolii
KanMbpoBKoii. 3HaueHMs [elCTBUTENbHLI TOMLKO A1 aHanusaTopoB HemoCue Plasma/Low Hb. MonyueHHble
pe3ynbTaTbl AO/MKHLI HAX0AWTLCA B Mpefenax 0XWUAAaeMoro AuanasoHa, YKasaHHOro Afis [aHHOr0 KOHTPOJIHOTO
pacTBopa.

CpokK rogHocTun

CpoK FOAHOCTU KOHTPONbHbLIX pacTBopoB Eurotrol Plasma/Low Hb ans Konn4yecTBEHHOro OMpegeneHns HU3KOW
KOHUeHTpauun remornobuHa, B BapuaHTax McnonHeHus - 20 MecsAueB. KOHTPO/bHble pacTBOPbl C MCTEKLIUM
CPOKOM FOAHOCTU MPUMEHEHWNIO He MOoANexar.

XpaHeHue n TpaHcnopTupoBaHue
XpaHeHune

KoHTposnbHble pacTBopbl Eurotrol Plasma/Low Hb cnegyet xpaHuTb B 3aKpbiTOM BuAe npu Temnepatype 2-8 ®C
(36-46 ®F) B TeueHWe BCEro CPOKa rOAHOCTM B XOMOAUMbHBLIX Kamepax WAWM XO0NoAUNbHUKAX, 0BecneynBaroLLmx
pernameHTMpPOBaHHbI TemnepaTypHbIA PEXUM C eXeLHEBHON permctpaumein TemnepaTypbl. [pu BbINOAHEHUN
[AaHHbIX YCNOBUIA XpaHeHUs 06paslibl COXPaHAT YCTOWYMBOCTb A0 MCTEYEHUS CPOKa FOLHOCTM, YKa3aHHOro
Ha BHeLWHeli ynakoBke. lMocne BCKPbITUA (biakoHa maTepuan COXpaHseT cTabuabHOCTb B TeueHue 30 AHeil npu
YCMOBUK, YTO (hNaKOH 3aKPbIT KPbILIKOA Hagnexawum o6pasom U XpaHWUTCs I'Ipl/l Temnepatype 2-8®C (36-46 ®F)
WAM Npu KOMHaTHOW TemnepaType 15-30 ®C (59-86 °F).

TpaHcnopTMpoBaHue

KoHTponbHble pacTBopbl Eurotrol Plasma/Low Hb cnegyeT nepeBo3vTb B OpUIMHa/IbHONM YNaKoBKE NPOW3BOAUTENS,
3alUMLLAIOLLE NPOAYKLUMIO OT BHELUHWX BO3AEACTBMIA, Ha BCEX BMAAX TPaHCMOPTa B KPbITbIX TPaHCMOPTHbIX
cpefcTBax B COOTBETCTBMM C NMpaBUIamMM NepPeBO30K, Ae/CTBYOLMMYI Ha TPAHCMOPTe A4aHHOTO BrAa Npu TeMnepaType
0T 2 0 8 ®C B TeYeHWe BCEro CPOKa rof4HOCTU.

Mpy NpoBeAeHUM MOrPY30YHO-PA3rPy30UHbIX PABOT M TPAHCMOPTUPOBAHMM CRefyeT CTPOro BbINOAHATL TPeGOBaHMS
MaHUNYSLMOHHBIX 3HAKOB, HAHECEHHBIX Ha YMaKOBKE U TPaHCMOPTHO Tape.

BHumaHue: Mpu Heco6ntogeHnn yCnoBuin TPaHCMOPTUPOBAHNA U XpaHEHUS MeAULMHCKOE u3fenne He NOoAnexXuT
MCNO/b30BaHUIO!

[fapaHTUn npon3BoauTens

MpeTeH3un MO MOBOAY KayecTBa MeAWLMHCKOTO W3feNnst HanpaBistoTcsl B afpec MPOU3BOAUTENS WM
YMNOHOMOYEHHOT0 NPeACTaBUTENS Ha TeppuTopun Poccuiickoii deaepauuu.

MNponssoauTensb:
«EBpoTpon b.B.» (Eurotrol B.V.)

TenedoH: +31 318 695 777
dakc: +31 318 695 770
an. nouTa: office@eurotrol.com

www.eurotrol.com

KennepnaaH 20, 6716 BS, 3ae, Hugepnangbl (Keplerlaan 20, 6716 BS, Ede, The Netherlands)
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<Jlorotnn EspoTpon (Eurotrol)>

YNONHOMOYEHHbIN NpeacTaBuTeNns B PO:
000 «<PAOVNOMETEP»

TenedoH: + 7 495 228 9206

3n. noyta: moscow@radiometer.ru

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

Agppec: Poccuiickas deaepayms, 109004, r. Mocksa, yn. CTaHMCNaBCcKoro, 4. 21, cTp. 3, nomeLyeHwe |

YTtunnsauyunsa

KoHTponbHble pacTBopbl Eurotrol Plasma/Low Hb Ans KOJMYeCTBEHHOrO ONPeAeNeHUs HU3KOW KOHLeHTpaLmm
remorno6uHa, B BapuMaHTax WCMOMHEHUS He [O/MKHbI YTUAM3MPOBATLC BMECTE C OBGbIYHLIMW  OTXOAAMM.
Lns Hagnexatlein yTunamsaumum Heo6xoamnmo NpoKoHCYbTUPOBATLCS C MECTHBIMU MPUPOA0OXPaHHBIMI OpraHamu.

Bo un3bexaHne BO3MOXHOIO 3arpsi3HeHNs OKPYXKatoLeil cpedbl OTXOAbl MCMOMb30BaHHLIX KOHTPOJIbHLIX PacTBOPOB
Eurotrol Plasma/Low Hb gns KonuuecTBEHHOro onpeaeneHns HU3KOM KOHLEHTpaLWUU reMorfiobuHa, B BapuaHTax
UCTONHEHNS,, a TaKXe KOHTPO/bHble PacTBOPbl C WCTEKLIMM CPOKOM FOAHOCTM, [AO/MKHbI YTUAM3MPOBATLCA
B COOTBETCTBUM C MECTHLIMMW FOCY/APCTBEHHbIMU WU/UAN 6ONbHUYHBIMIA HOPMATUBHbLIMU TPE60BAHMSMU.

Cnepytoutas MH(popMaLms B JaHHOM Nojpasfene He SBASETCA YacTblo 0630pa NPon3BOAUTENS:

Bce o6pasubl M MaTepuasnbl, UCNOMb3YHOLWMECS 1M 06pasytoLiMecs NPy BbIMOSHEHUW WCCNeA0BaHWUA, B TOM 4ucne
peareHTbl C UCTEKLIMM CPOKOM FOAHOCTW, CrefyeT YTUNN3MPoBaTh B cOOTBETCTBMM ¢ CaHlnH 2.1.7.2790-10 kak
NOTeHLUMaNbHO NH(MLMPOBaHHbIE MeSULMHCKME 0TX04bl (Knacc b).

Mpy yTUAM3aUMM W YHUYTOXEHUU WCNOMb30BaHHbIX KOHTPO/bHbLIX pacTBopoB Eurotrol Plasma/Low Hb
ONA KONMYECTBEHHOrO ONpefeneHns HU3KOW KOHLEHTpauuu remornobuHa, B BapuMaHTax WCMOMHEHWS, a Takxe
C UCTEKLWMM CPOKOM FOAHOCTW, HEOOXOAMMO [AeliCTBOBaTb B COOTBETCTBUM C TUFMEHWYECKUMU HOpMaTUBaMu
M cnefoBaTh OUUMAIBHBIM - MHCTPYKUMAM N0 YTUAKW3ALMU U YHUUTOXEHWUIO MNOTEHUMANbHO UH(EKLMOHHOIO
N XMMWYECKOr0 MaTepuana, NPUHATLIM Ha TeppuTopum Poccuiickoii depepaumn v B gaHHoM JIMY. KntoueBbiMu
BOMPOCaMu B CTPATErMu YNpas/ieHNs 0TXOLaMU ABMIAETCA ONTUMMU3ALMA TaKTUK U MOAXOA0B K KOHEYHbIM MPOAYKTaM,
a TaKkXKe MAHMMM3ALIMA BO3MOXHOTO 3arps3HEHUsS OKPYXKaloLLel cpefpbl.

Mpy MCMONMb30BaHUM KOHTPO/bHLIX pacTBopoB Eurotrol Plasma/Low Hb 1S KOJMYeCTBEHHOro onpefeneHus
HU3KOM KOHLEHTpauuM remorno6uHa, B BapuaHTax WCMOMHEHWs 06pasyloTcs OTXOAbl Knacca B, KoTopble
KNacCcuuUUpyroTes U YHUUTOXalOTCS (YTUNKU3UpytoTes) B cooTBeTcTBUMM ¢ CaHlMuH 2.1.7.2790-10 «CaHuTapHo-
3NUAEMUONOrNYECKe TPEGOBaHMS K 0GPaLLEHUIO C MEAULMHCKMMN OTXOfaMM».

CraHpgapTbl
Hwxe npuBefeH CNNCOK CTaH4ApTOB, B COOTBETCTBMM C KOTOPLIMY MPon3BoAATCA KOHTpOsibHbIE pacTeopsl Eurotrol

Plasma/Low Hb fgna KOMMYECTBEHHOro OMNpefeneHns HWU3KOM KOHLEeHTpauuu remornobuHa, B BapuaHTax
UCMONHEHNS:

e CEN-EN-1SO 13485:2016 WN3aenus meguumHckne. CUcTembl YNpaBneHWUs KadecTBOM. TpeboBaHus ans uenei
HOPMaTMBHOIO perynnpoBaHus

e CEN-EN-ISO 14971:2012 W3genus MefuuUHCKWe. TpyMeHeHVe MeHeIXMeHTa pucka K MefULUHCKUM
n3nenmam

e CEN-EN-ISO 18113-1:2011 W3penus  MefUUMHCKME ANA  AMArHOCTMKM  in  vitro.  VHdopmauus,
npefocTasnsemas nponssoguTenem (Mapkmposka). Yactb 1 TepMuHbI, onpegeneHuns u oblime TpeboBaHus
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<Jlorotun EBpoTpon (Eurotrol)>

« CEN-EN-ISO 18113-2:2011 W3genua MegMLMHCKME A1 AMArHOCTMKM  in  vitro.  WHdopmauwms,
npefocTasnsemas npousBoguTeneMm (Mapkuposka).YacTb 2. PeareHTbl fns [AMAarHOCTUKM in  vitro 414
NpoeccnoHanbHOro NPUMeHeHNs

¢ CEN-EN-1SO 23640:2015 MeauuuHckas annapartypa ans AUarHocTuKuy in vitro
+ CEN-EN 13612:2002 J1TabopaTopHas OLeHKa TEXHNYECKNX XapaKTePUCTUK MEANLMNHCKNX YCTPOWCTB

e CEN-EN-1SO 11737-2:2009 CTtepunu3aums MeanLUHCKUX n3gennii. Mukpobunonormyeckne metogbl. Yactb 2.
VcnbiTaHWs Ha CTepuibHOCTL, MPOBOAMMbIE MPWU BaNULaLumM npouecca CTepuansaLmm

e 1SO 15223-1:2016 W3penna mepuumHckue. CUMBOSbI, NMPUMeHseMble MpY MapKUPOBaHUM Ha MeSULUHCKUX
N30ennsax, 3STUKeTKax 1 B CONPOBOAUTENbHOM AOKyMeHTauun. YacTb 1. OCHOBHble TpeboBaHMs.

e 1STA-7D:2007 TepmMM4yecks KOHTponuMpyemasi TPaHCMNOPTHas YyMakoBKa [A/11 CMCTEMHOM AOCTaBKM MOCbIIOK
TOBapoB

e CLS1-EP25-A: 2009 OueHKa CTabUNbHOCTM peareHToB Ans AMarHOCTUKM in vitro

e CLSI-EP05-A3: 2014 OueHKa TOYHOCTW KONMYECTBEHHbIX METOAOB M3MEPEHUI

Cnefytowmnini CNMCOK CTaHAAPTOB HWXKe He ABASETCA YacTblo 0630pa OCHOBHbLIX MPUHLMMOB MNPOM3BOAUTENS,
BbIBOAbI OblNn chenaHbl OO0 «Pagnometep»:

KoHTponbHble pactBopbl Eurotrol Plasma/Low Hb ans KOAMYECTBEHHOrO OMpefeNneHns HU3KOM KOHLEeHTpauum
reMornobuHa, B BapmaHTax UCMOMHEHUS COOTBETCTBYIOT Takxke CrefytoLWmm cTaHfapTam:

e TOCT P 52905-2007 «JlabopaTopmun meauLumHCKmne. TpeboBaHNA 6e30MacHOCT .

e CaHlnH 2.1.7.2790-10 «CaHuTapHO-3NuemMmnonornyeckme TtpeboBaHUs K O0OpaleHU0 ¢ MeAUUUHCKUMM
0TX04aMmn»

e MY 287-113 no [Ae3vH(EKUMN, NPeacTepUNn3aLMOHHON OUNCTKE U CTEPUAK3ALUN WU34ennii MedULMHCKOTo
HasHaueHus.

e T'OCT P 51088-2013 MeanuuHCKMe M3genns ang AMarHoCTUKN MH BUTPO. PeareHTbl, HAbOpbl peareHToB, TecT-
CUCTEMbI, KOHTPOAbHbIE MaTepuanbl, MNUTaTeNbHble cpefbl. TpPeboBaHMS K W34eNMAM U NOALEPXMBatOLLEN
[LOKYMeHTaLmnm

« TOCT P WNCO 15223-1-2014 WN3pgenua meauumHckie. CKMBOSbI, TMPUMEHSIEMblE MPU  MapKUpOBaHWK
Ha MeAMLMHCKUX M3LeNnaX, ITUKETKaX U B CONPOBOAUTENLHOM AOKYMeHTaummn. YacTb 1. OCHOBHble Tpe6oBaHWs

e [OCT 15150-69. MaLUmnHbI, NPU60PbI 1 ApYrue TEXHUYECKNE U3LeNus.

e VcrnonHeHuss AN pasnnMuHbIX KAMMAaTUYeCKuMX paiioHoB. KaTeropuw, ycnoBusi aKChayaTauuu, XpaHeHus
1 TPAHCMOPTMPOBAHNS B YacTX BO3AEKHCTBMS KNMMATUUECKMX (DaKTOPOB BHELLHEl cpefpl

e [OCT P 51352-2013 MeauuMHCKMe n3aenua ans ANarHoCTUKN UH BUTPO. MeToAbl NCNbITaHWiA.

« [OCT ISO 18153-2011. Ws3penus MeAuUUHCKWE ANAA  AMArHOCTUKW in  vitro. V3MepeHue BennyunH
B 6uonornyeckux npobax. MeTponormueckas nNPOCNEXMBAEMOCTb 3HAYEHUM KaTaMTUYECKON KOHLEeHTpauuu
(hepMeHTOB, NPUNUCAHHbLIX KanubpaTtopam 1 KOHTPO/bHbIM MaTepuanam.

e« TOCT P NCO 23640-2015 WccnegoBaHue cTabuibHOCTW peareHToB AN ANarHOCTUKM in vitro
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<Jlorotnn EspoTpon (Eurotrol)>

e roct P WNCO 18113-2-2015 MefMUUHCKWe wu3genns  Ansa  AWArHOCTMKKM in  vitro.  WH(opmaums,
npegocTasnsemMas  u3rotosuteseM  (Mapkuposka). Yactb 2. PeareHTbl Ans  AMAarHOCTUKM  in  vitro
AN5 NPOhecCUOHaNbHOro NPUMEHEHMA

e Tlpuka3z MuHncTepcTBa 34paBooxpaHeHms Poccum ot 06.06.2012 r. Xs 4H (C M3MEHeHUsAMU cornacHo Mpukasy
M3 P® ot 25 ceHTa6ps 2014 1. 557H).

* Tpuka3z MuHucTepcTBa 34paBooxpaHeHns Poccum ot 09.01.2014 r. X» 2H.

* T[lpuka3 MuHucTepcTBa 34paBooxpaHeHus Poccum oT 19.01.2017 r. X® 11H.

Mcnonb3oBaHHbIe CUMBO/IbI

A Heo6Xx041MMO0 03HAaKOMUTLCA C MHCTPYKLMER NO MPUMEHEHMIO!

Vicnonb3oBaTh A0:

MefuuUnHCKoe n3genve 4na ANarHOCTUKK in vitro
MpounssopnTens

Kog naptum

TemnepaTypHble OrpaHUyeHuns

Homep no Katanory

3Hak cootBeTcTBUA HOpMam EC (CE)
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MMepeBog faHHOIO TEKCTa BbINOAHEH NepeBoynKom MNaHKoBbIM AHLpeemM BMKTOpPOBUYEM.

noanncb
Poccuiickas ®egepaums

Mopog MockBa.
[BeHaauaToro mas fiBe TbicA4Mn fBajLaTb MepBoro roja.
A, MNpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENILCTBYIO
NoAMMHHOCTL Nognucy nepesoguvka NaHkosa AHgpes BukToposuuya.
Mognwuck caenaHa B MOEM MPUCYTCTBUN.
JlnyHoCTb NofnuvcasLUero AOKyMeHT yCTaHOB/IeHa.
3apervctpupoBaHo B peectpe: Ne 21/86-H/77-2021- 0* al "
YnnayeHo 3a coBepLUeHMe HOoTapuanbHoOro geinctensa: 400 py6. 00 kon.

E.E. MNpokowweHKoBa

noanncb

Fé"bBasd neyarb
HoTapuyca r.MocKssbl

MpoLlHypoBaHO, NPOHYMEPOBAHO W CKPenaeHo neyaTblo A 7 nucT (-a,-0B).

E.E. Mpokoweag” .
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HOTapuyc ropoja
BCTYKONUU C efCA"BNEHHOTO

0o~ -

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



