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Revohem Collagen

Name of the medical device for in vitro diagnostics
Revohem Collagen, Reagent for the platelet aggregation
testing

Intended use
For in vitro diagnostic medical device.
Measurement of platelet aggregation

Indication for use

Revohem Collagen is intended to be used for measure-
ment and quantification of the maximal aggregation rate
(%) of platelet-rich plasma (PRP) to assess the platelet
function using the automated coagulation analyzers.
Revohem Collagen is used for healthcare professional in
aid to diagnosis for platelet function disorders or to assess
responsiveness to antiplatelet drugs.

Intended user
The users are qualified medical professionals in a clinical
diagnostic laboratory environment

Medical Device Use Risks

The class of potential risk of using a medical device in ac-
cordance with the nomenclature classification of medical
devices is 2a.

There is no direct potential risk to the patient or person
who is performing the analysis because the reagent is not
in direct contact with the human body and is not intro-
duced into the body. However, indirect risks may be the
result of hazardous events associated with the erroneous
result possibly yielded by the medical device.

Risk analysis has been performed in accordance with 1SO
14971.

Risk assessment included: risk analysis, the device proper-
ties affecting safety, potential hazards, potential clinical
harm and associated serious consequences, analysis of
the clinical risk/ benefit ratio. Based on the analysis, all
identified and expected hazards and associated risks were
identified and reduced to acceptable levels.

Test Method Principles

When collagen is added to the platelet rich plasma (PRP)
from a healthy subject, the platelet adhesion is initiated
via the collagen receptor GPla/lla and the GPVI receptor.
Following adhesion, release of the platelet granules, and
production of thromboxane A2, platelet activation occurs.
Because the collagen-induced platelet aggregation mainly
depends on these secondary mediators, there is a lag
phase between the time when collagen is added and
platelet aggregation is observed. Collagen present in vas-
cular subendothelium plays an important role in hemo-
stasis in vascular injury. Collagen initiates platelet adhe-
sion and functions as a strong platelet agonist.

After light transmission of PRP and platelet poor plasma
(PPP) is set as 0 % and 100 % respectively, collagen is
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added to the PRP. Platelets then start to aggregate and
the light transmission of the PRP changes. The change in
light transmission is measured at a wavelength of 660 nm.
The maximal aggregation (%) Is calculated by the maximal
amount of change in light transmission caused by platelet
aggregation induced by collagen.

Medical Device Description

Components

1. Collagen reagent (COL R) - 3 vials;

0.8 mg / mL collagen derived from horse tendon, after
reconstitution.

2. Collagen diluent {COL D) - 3 vials.

3. Instructions for use.

Packaging

Collagen reagent (COL R) is filled in the clear glass trans-
parent vial with white screw-on polypropylene caps. The
collagen diluent (COL D) isfilled in the clear class trans-
parent vial with yellow screw-on polypropylene caps. (3
vials) The reagent and diluent are packed in the outer
packs made of bleached board and the outer packs are

Reagent Inner package Outer package
Number Size (length x
in width X height),
package, mm
vials.
Collagen reagent glass vials with 3 120 X 90 x65
") white PP screwing
caps
Collagen diluent glass vials with 3
(D) yellow PP screwing
caps
Labelling

Labelling of the inner packaging of the components con-
tains:

- Manufacturer's name;

- Full and abbreviated name of the product;
-Volume of the vial (For COL R; after reconstitution);
-Volume of the vial (for COL D)

- Batch number;

- Expiry date;

-Storage conditions;

- Symbol of; «Medical device for in vitro diagnostics
(IVD)»;

- CE mark;

- «SYSMEX» graphic symbol

- «Reconstitute with» symbol; (COL R)

- Identification Number.

The outer package labeling contains:

- Name and address of manufacturer;

- Full and abbreviated name of the product;

- Volume of the vial (For COL R; after reconstitution);
- Volume of the vial (for COL D)

-Components (number of vials) of reagents



fofa/ogue number;
"Ba™h number;
'eExpiry date;
mtorage conditions;
«Symbol of: «Medical device for in vitro diagnostics
(IVD)»;
«Symbol of «Consult Instructions for Use»,
- Cb mark;
* «<SYSMEX» graphic symbol
* Barcode;
- «Reconstitute with» symbol;
- identification number;
-Statement: «Sysmex is registered with the United States
Patent and Trademark Office».
Labeling is in several languages.

Additional labelling for the Russian Federation in Russian
includes the following::

-Name of the medical device;

-Registration certificate (MA) n

-Information on the representative agent in the territory
of the Russian Federation.

-Symbol of "Do not reuse"

Contraindications

When used by specially trained and qualified personnel
and taking into account the intended use, no contraindi-
cations have been identified.

Possible side effects

When used by the qualified and trained personnel and
taking into account the appropriate safety precautions
there have been no side effects detected.

Warnings and Precautions

1. This reagent is for in-vitro diagnostic use only. Do not
use for any other purpose. If the reagent is used in a way
other than that described, performance cannot be guar-
anteed.

2. When handling blood samples, take suitable measures
to avoid the potential risk of infection.

3. In case of reagent contact with the mouth or eyes, rinse
thoroughly with water and seek medical advice.

4. Reagent vials are fragile and may possibly crack or
break whilst being handled. Please take care when han-
dling, especially when opening.

5. Use the reagent within the expiration date displayed on
the label.

6. Do not mix old reagent with fresh reagent

7. Air bubbles generated in the reagent might cause ab-
normal results.

8. Handle the reagent with care to prevent contamination
with microorganisms and dust

9. Do not use the reagent vials for other purposes.

10. Reading the instruction for use (IFU) is mandatory.

11. Only use citrated blood samples.

12. Vials are closed under vacuum. Carefully remove the
stopper in order to avoid any loss of powder when either
opening the vials or reconstituting the reagent.
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Additional Required Equipment

-0.9% sodium chloride solution;

- Distilled water;

- Medical examination gloves;

« Sysmex automated coagulation analyzer with the plate-
let aggregation measurement;

- Sample cup, 4 mL

- Sample tube with stirring bar;

- Sample cup 4 mL holder;

- SB set tool;

- Plastic or siliconized glass tubes with sodium citrate
3.2%;

-Vacuum systems for blood sampling with sodium citrate
3.2%;

-Venipuncture needles 21G or bigger;

-Laboratory centrifuge (allowing centrifugal acceleration
of 20(” and 1SOOg);

-Variable volume pipettors;

-Single-use tips.

Reagent Preparation

Remove the reagents from the refrigerator and allow
them equilibrate to room temperature. Reconstitute the
collagen reagent (COL R} with 0.625 mL of distilled water
and mix thoroughly (using a vortex mixer). Leave the vial
for 30 min (with occasional mixing) to obtain a homoge-
neous suspension (the concentration of the reconstituted

collagen is 800 pg/mL).

Dilute the reconstituted collagen fiftyfold with the colla-
gen diluent and dispense into a sample cup for use
(working concentration of the collagen: 16 pg/mL). The
diluted collagen must be immediately loaded on the ana-
lyser after dilution and be used within 8 hours. Powder
dissolution time shouldn't exceed 30 min

Primary sampling, processing and storage of the
samples Platelet aggregation testing is strongly
influenced by sam-ple handling. Local guidelines should
be followed with regard to sample collection.

1. Blood collection

(1) Blood sampling should be by clean venepuncture
with minimal venous stasis, using needles no smaller than
21 gauge. Discard any samples with in vitro haemolysis.
(2) Use only plastic or siliconized glass collection
tubes, with citrate as the anticoagulant (9 parts blood: 1
part sodium citrate solution).

(3) After blood collection, mix the tube(s) gently.

2. Centrifugation

(1) Centrifuge the blood at 200 g for 10 minutes at
room temperature.

(2) Carefully transfer the PRP with a plastic pipette
into a plastic tube and avoid bubbles. Avoid the transfer
of other cell components.

(3) Store the PRP in a closed tube at room tempera-
ture.

(4) Centrifuge the primary tube once more at 1500 g
for 15 minutes.

(5) Transfer the resulting PPP to a plastic tube and

store it at room temperature until use.
3. Perform and complete the platelet aggregation meas-
urements within 4 hours after blood sampling.



rHnation procedure
is adapted only for Sysmex automated coagulation

Martafysers with the platelet aggregation analysis function

enabled.

1 The analyser adds 20 L of 0.9% NaCl solution to 140 pL
of PPP, and the transmitted light intensity at a wavelength
'of 660 nm is set as the baseline (100%).

2. 20 pi of the diluted collagen is added to 140 pL of PRP
(Final concentration of collagen: 2 pg/mL) and change in
transmission at 660 nm is measured. The analyser calcu-
lates the maximal aggregation rate from the transmitted
light intensity.

Transportation and storage conditions

The medical device is transported in covered vehicles in
accordance with the rules for the carriage of goods in
force for each type of transport at ambient temperature.
The medical device should be stored at a temperature of
+2®Cto +8°C until the expiry date indicated on the
label.

The shelf life of an unopened reagent is 30 months after
the manufacture date.

Storage and shelf life after the first opening

Table 1. Storage Temperature and stability

Storage Temperature Stability
From 18 to 25 "C 24 hours
From 2to 8 “C 28 days

Control method

Control materials and calibrators are not available.

It is recommended to validate each new lot of reagent
using samples collected by normal subject.

Interpretation of results

1. The results are evaluated by examining the aggregation
curve and the % maximum aggregation. These will vary
depending on the instrument type, and each laboratory
should determine their own normal values.

2. Results should be interpreted according to the patient's
clinical condition, platelet count, potential influences of
medication, life style, nutrition, and pre-analytical condi-
tions.

3. Abnormal curves should be confirmed by re-testing.
Performance parameters

Table 2. Example of the maximal platelet aggregation:
normal and abnormal (%)
Normal Abnormal 1 Abnormal 2

Maximal ag-

gregation (%)
Abnormal 1: A patient taking an anti-platelet medicinal
product
Abnormal 2: A patient with Glanzmann disease
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Time (sec.)
Figure 1. Example of the normal and abnormal platelet
aggregation curves

Biological reference intervals
Biological reference intervals should be established by
each laboratory in the actual working conditions.

Limitations of the examination procedure

The use of this reagent is validated on the Sysmex auto-
mated coagulation analysers with the function to meas-
ure platelet aggregation. HYPHEN BioMed cannot take
responsibility for patient results obtained by the use of
HYPHEN BioMed reagents on unauthorised analysers,
therefore it is the responsibility of the user to validate the
performance of the test when modifications to these in-
structions or use of the reagent were done. No significant
interference has been observed on CS analyser for biliru-
bin concentration up to 28 mg/dL, hemoglobin up to 50
mg/dL and triglycerides up to 225 mg/dL. If the number
of platelets is less than 150 x IOVL or greater than 480 x
10®/L, the test results might be affected by it.

Analytical Properties
Highly platelet aggregation sample: PRP from healthy,
non-bleeding problem individual

Lowly platelet aggregation sample: PRP with antiplatelet
drug

1. Sensitivity

Test methods:

Measure a highly platelet aggregation sample and a lowly
platelet aggregation sample for 3 times each, and calcu-
late the difference of the maximal aggregation rates (%)
between a highly platelet aggregation sample and a lowly
platelet aggregation sample.

Results:

a) The maximum aggregation rate is 70% or more for a
highly platelet aggregation sample.

b) The difference of the maximum aggregation rates be-
tween the measured results of a highly platelet aggrega-
tion and lowly platelet aggregation sample is 15% or
more.

2. Accuracy

Test methods:

Measure a highly platelet aggregation sample and a lowly
platelet aggregation sample for 3 times each.



Wmaximum aggregation rate is 70% or more in highly
aggregation sample, and below 70% in lowly
'platelet aggregation sample.
3 Repeatability
Test methods:
Measure a highly platelet aggregation sample and a lowly
platelet aggregation sample for 5 times each, and calcu-
late the coefficient of variation (CV%) of the maximal ag-
gregation rate (%).
Results:
The coefficient of variation (CV%) is 20% or less in highly
platelet aggregation sample.
The coefficient of variation (CV%) is 30% or less in lowly
platelet aggregation sample.
4. Lot-to-lot (Between-lot imprecision)
Test methods:
A highly platelet aggregation sample is tested with 3 dif-
ferent batches of reagent, 5 times for each batch. Calcu-
late the mean value of 15 measurements and the coeffi-
cient of variation (CV%) of the maximal aggregation rate
{%).
Results:
Repeated tests of highly platelet aggregation sample with
3 different lots of reagents, the coefficient of variation of
the obtained results (CV%) is 20% or less.

Table 3. Repeatability (repeatability within the measure-
ment) An example for information

. Within run re-
Mean maximal

. peatability
0,
aggregation (%) (CV.%)
Normal sample 89.1 29
Abnormal sample 42.9 6.7

The results have been obtained from 30 repeated meas-
urements.

Manufacturer's Warranty

The manufacturer guarantees that the reagent complies
with the requirements of the applicable national and in-
ternational standards. The manufacturer is solely respon-
sible for the performance of the medical device only if it Is
used in accordance with the instructions, and its storage
and transportation are carried out in accordance with the
specified conditions and rules. The manufacturer guaran-
tees the safety of the medical devices, the absence of
unacceptable risks to human health, as well as to the en-
vironment, if the reagents are used in accordance with
the intended purpose and conditions specified by the
manufacturer.

Reagents are to be used before the expiry date printed on
the package.

This limited warranty supersedes any other express or
implied warranties, including any implied warranties of
merchantability for commercial purpose or for any other
use. The manufacturer is not responsible for any acci-
dental, indirect or intentional losses.

Single Use Device
The medical device is single use only.
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Cleaning, Disinfection, Sterilization
Single use device, delivered non-sterile, non-sterilizable.

Environment protection requirements In use of the
medical device

When used as intended and subject to the precautions
recommended by the manufacturer, the reagent is not a
source of harmful substances that pollute the environ-
ment in excess of the established standards.

Prevent the spread, leakage and runoff of material, if pos-
sible; do not allow the reagent to enter sewage.

Disposal Procedures

Disposal of waste should be disposed of in accordance
with national regulations and in consultation with envi-
ronmental authorities. The waste class is assigned in ac-
cordance with national regulations. Dispose of the haz-
ardous or bio-infected materials in accordance with your
facility rules and with the federal, and local regulations.
The remaining samples and waste obtained during the
various stages of processing the sample, as well as all
components of the medical device that come into contact
with biological samples, should be disposed of by using
disinfectants in accordance with the national require-
ments for the safe handling of pathogenic microorgan-
isms and parasitic pathogens, and with the requirements
for medical waste management (in the Russian Federa-
tion - as class B waste (epidemically hazardous) in ac-
cordance with SanPiN 2.1.7.2790-10)

Cardboard boxes are disposed of as Class A waste, expired
reagents and empty vials as Class G waste. Packages must
be completely emptied.

Waste disposal and destruction shall be performed by
properly licensed organizations at specialized sites in ac-
cordance with the requirements provided for by federal
laws and in accordance with mandatory environmental
safety requirements, using methods agreed upon with
local authorities responsible for the sanitary and epide-
miological welfare of the population.
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lu~cturer
HYPHEN BioMed
155 rue d'Eragny,
95000 Neuville-sur-Oise,
France

Authorized representative of the manufacturer in the
territory of the Russian Federation

Sysmex RUS Limited Liability Company (Sysmex RUS LLC)
Registered Address; 1 Magistralniy tupic, 11, building 10,
floor 2, space V, rooms 1-23, 25-39, Moscow, 123290
Postal Address: Magistralniy tupic, 11, building 10, office
1020, Moscow, 123290

Telephone: +7{495)781-67-72

Information on the product
Revohem Collagen Reagent
Collagen reagent (COL R): 3x L+J 0,625 mL

Collagen diluent (COL D): 3x 12 mL

List of the applicable International Docu-
ments/Standards

The medical device complies with the requirements of the
following standards and directives;

Standard Standard Title

SO 9001 Quality Management Systems. Require-
ments

ISO 13485 Medical devices — Quality management
systems — Requirements for regulatory
purposes

ISO 14971 Medical devices — Application of risk
management to medical devices

EN 13641 Elimination or reduction of risk of infec-
tion related to in vitro diagnostic rea-
gents

November 9" Chemical Products Safety Data

2004, Sheet -

decree «NOR: Part 1. content; procedure for sections

SOCT0412152 A»  and transfers

EN 18113-1 In vitro diagnostic medical devices —
Information supplied by the manufac-
turer (labelling) — Part 1: Terms, defini-
tions and general requirements

EN 18113-2 In vitro diagnostic medical devices —
Information supplied by the manufac-
turer (labelling) — Part 2: In vitro diag-
nostic reagents for professional use

EN 15223-1 Medical devices — Symbols to be used
with medical device labels, labelling and
information to be supplied — Part 1
General requirements

EN 13612 Laboratory assessment of the technical
properties of the medical devices

EN 13640 In vitro diagnostic medical devices.

EN 1SO 23640 Evaluation of stability of in vitro diagnos-
tic reagents

EN ISO 17511 In vitro diagnostic medical devices —

Measurement of quantities in biological
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Standard

Directive 98/79
CE

Regulations
(EC) #1069/2009

EN 62366

Regulations
(EC) 1907/2006
REACH
Regulations
(EC) CLP:
1272/2008

Standard Title

samples — Metrological traceability of
values assigned to calibrators and con-
trol materials

Directive 98/79/EC by European Parlia-
ment and Council dated 27.10.1998 on
medical devices for in vitro diagnostics.
Health rules as regards animal
by-products and derived products not
intended for human consumption
Application of usability engineering to
medical devices

Registration, Evaluation, Authorisation
and Restriction of Chemicals (REACH)

Classification, labelling and packaging of
substances and mixtures

Symbol explanations

1J

|IVD]

| ref|

€3

- r

[

im

D

Manufacturer

Use by

Batch Code
In vitro diagnostic medical device

Catalogue number

CE mark

Temperature Range

Consult Instructions for Use

Reconstitute with

Do not reuse

Date of Issue and Text Revision

02/2020
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www.hyphen-biomed.com

Hésnnb-Crop-Yas, ®parHuusd, 10 mapta 2020 r.

KacaTe/nbHo; PerucTpaunoHHbIi daiin npoaykuum ans Poccum

[Lnsi npeabsiBneHns No MecTy TpeGoBaHuS.

MoxkanyiicTa, HaligmMTe npunaraeMble AOKYMEHTbI ANs peructpaumm npogykta Pesoxem KonnareH (Revohem
Collagen) Ha Tepputopun Poccum.

HanmeHoBaHue Wwymnar | KatanoxHbiii Ne | PasmAkMBWkn
Pesoxem KonnareH (Revohem Collagen) AW-993-826 3x0.625 mn

Mpunaraemble JOKYMEHTbI;

CopfepxaHue 1 Bcero Ne
1 WM s
e WHcTpykumsa no npumeHeHuo (AHrAninckas Bepcus ans Poccum) 5

Mognuck: /moanuce/
mst: Knap AtoHya (Claire DUNOIS)
LJomKHOCTb; [MPeKTOp MO KAMHWYECKUM MCCNef0BaHMAM 1 BaMgaumum

XaviheH BEromepq

A, HKenoanucasLwasnca, AHxennka YEH
(Angeliqgue CHEN), HoTapuyc r. Mapwx,
HacTOALLMM 33aBEPAI0

noAnMHHocTbL noanucy Knsp AtoHya (Claire
DUNOIS) Ha npunaraemMoM JOKYMeHTe
Mapwxk, 18 mas 2020 .
/Moanuce/

CrpaHunua 1u3
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SYsmex

PeBoxemM KosnnareH

HanmeHOBaHVe MeAMLLMHCKOrO u3genus Ana in vitro
ANarHoCTUKn

PeareHT gns oueHku arperauyy TpOM6OLMTOB
«PeBoxeM Konnaren» (Revohem Collagen)

HasHaueHuve
[Onsa gnarHoctuku In vitro
OueHka arperauuy TpomMbéoLMTOB

MokasaHna K NPUMEHEHNIO

Revohem Collagen npegHasHayeH Ans W3MepeHUs U Konuue-
CTBEHHOI OLIEHKM MaKCUMaslbHOM CKOPOCTU arperauuu Tpom6o-
umtoB (%) B 6oratoi TpombGountTamm nnasme (PRP) gns oueHku
(OYHKLMN TPOMGOLIMTOB C MOMOLLBH0 aBTOMATU3MPOBAHHbIX aHa-
nm3atopos koarynsaumu, Revohem Collagen mcnonb3yetcs kBa-
NMULMPOBAHHBIM  MeAVLMHCKMM MEepPCoOHaoM C LUenbio Ana-
THOCTUKM HapyLUeHWii QyHKUMIA TPOMOGOLUMUTOB WM OLIEHKN peak-
UMM Ha aHTMarperaHTHble npenaparTbl.

MpeaHa3HauYeHHbI NONb30BaTeNb

Monb3oBaTeNsiMU ABNSIOTCA KBaM(ULMPOBaHHbIE Npoteccu-
OHa/lbHble MeAuUMHCKMEe PaBoTHUKK, paboTatolime B YCH0BUSX
K/IMHUKO-ANarHocTnyecKoii na6oparopuu.

PVCcKM npumeHeHns MefuLMHCKOro n3genvs

Knacc noTeHuuanbHOro pucka NpUMEHEeHUS MeLULMHCKOro W3-
Oennsa B COOTBETCTBMM C HOMEHKIATYPHOWN Knaccugukaumnei
MEAVNLMHCKUX n3aenwii - 2a.

He cyuwiecTByeT NpAMOro NoTeHUMa/bHOTO pucka Ana naumeHTa
WM YenoBeKa, KOTOPbIi BbINOMHAET aHanu3, NockosbKy peareHT
He HaxoAuTCA B HENOCPeACTBEHHOM KOHTaKTe C YenoBEeYEeCcKUM
TeNIOM W He BBOAWUTCA B opraHusm. OfHaKo KOCBEHHbIE PUCKY
MOTYT 6bITb Pe3yNbTaTOM ONAaCHbIX ABMEHWIA, CBA3AHHbIX C TeM,
4YTO AMarHOCTMYecKoe MeAMLMHCKOe W3fenue MOXeT BblAaTb
OLUMGOYHBIN pe3ynbTarT.

AHann3 puUCKOB BbINOJIHEH B COOTBETCTBMU C ISO 14971

OueHKa PUCKOB BK/IOYaNa: aHainM3 PUCKOB, XapaKTePUCTUKMU,
B/MAOLWME Ha 6e30NacHOCTb, MOTeHUMaNbHble OMAacHOCTM, MO-
TeHUManbHbIA KIMHWYECKUI Bpef M COMyTCTBYIOLWMNE Cepbe3Hble
nocneAcTsns, aHanu3 COOTHOLUEHWS KIMHUYECKOro pucka U
nonb3bl. Ha OCHOBE NPOBEAEHHOT0 aHann3a OblIN BbIAB/IEHbI BCE
BbIIB/IEHHbIE U OXWAAeMble OMacHOCTU W CBA3AHHbIe C HVMK
PVICKN 1 COKPalLLeHbl 40 NPUEMJIEMbIX YPOBHEA.

MpuHUUNBLI MeToda uccnefoBaHns

Mocne go6aBneHus KonnareHa B naasmy, OGOralleHHYH TPOM-
6ountamu  (PRP), B3ATyl0O Yy 340pOBOr0 4enioBeka, ajresus
TPOMOOLMTOB BO3HMKAET C MOMOLUBIO aKTMBauuu peLentopa
konnareHa GPla/lla un peuentopa GPVI, Bcneacteme atoro BO3-
HUKAET BbICBOOOX/AEHME T[pPaHyn TPOMOGOLMTOB, BblpaboTKa
TpomboKcaHa A2 1 akTMBauUusi TPOMOOLMTOB. MOCKOMbKY WHAY-
LMpOBaHHas KOMnareHoM arperauns TpomOouuMTOB MpenmMyLle-
CTBEHHO 3aBMCUT OT 3TMX BTOPUYHbIX MeAMaTopoOB, TO MMeeTcH
nateHTHasa asa Mexay A06aBfeHNeM KosnareHa M BO3HWKHO-
BEHMEM arperaumy TpombouuTtoB. KonnareH, umMeroWmiics B
Ccy63HAOTENUMN COCYAOB, UTPaeT BaXXHYIO pO/b B remoctase npu
nopaxkeHnu cocyfoB, KonnareH fBnseTcs MaTpuLei, Bbi3biBa-
loweli agresnto TPOM6GOLMTOB, M [eiCTBYeT KaK YCTOWYMBBLIA
(hakTOp aKkTMBaL MM TPOMOOLMTOB.
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ce

AHIINACKNIA BapnaHT
ana Poccum

Mpn cmewmBaHUM KonnareHa ¢ PRP  BO3HWMKaeT arperauus
TPOMOOLIMTOB, U CBETONPOHMLAEeMOCTb niasMbl PRP n3meHseT-
csl, NI3MeHeHne CBETONPOHULLAEMOCTU ONPeAeNnaoT N U3MepstoT
npv gnnHe BosHbI 660 HM. locne TOro Kak 3Ha4yeHus CBeTonpo-
HuuaemocTn B nnasme PRP un 6egHoi Tpom6ouuTamu nnasme
(PPP), yctaHOBneHbI kakO % 1 100 % COOTBETCTBEHHO, KOnareH
po6asnsawoT B nnasmy PRP, MakcMmanbHaa CcTeneHb arperauum
(%) paccumTbiBaeTCA NO MakKCUMaibHOM BENVYMHE U3MEHEHUA
CBETOMPOHMLIAEeMOCTY, BbI3BAHHOIO arperauunein TPOMOGOLMTOB,
WHAYLMPOBAHHOM KOMMareHoM.

CocTaB 1 KOMNeKTaLus

1. PeareHT konnareH (COL R) - 3 dhnakoHa:

0,8 Mr/mn KonnareHa, MONYYEHHOTO W3 KOHCKOTO CyXOXWus,
rnocne passegeHus.

2. PasbaButenb konnareHa {COL D) - 3 dnakoHa,

3. VIHCTPYKLMSI MO NPUMEHEHMUIO.

YnakoBKa
PeareHT konnareH (COL R) ynakoBaH BO (h/lakOHbl U3 Mpo3pay-
HOro CBET/IOr0 CTekna ¢ 6ebiMu NOMNMNPONUAEHOBLIMU 3aKpy-
ymBaloLWMMUCA Kpblkamu. Pasbasutens konnareHa (COL D)
ynakosaH no 12 mn BO (PlakOHbl M3 NPO3PavyHOro CBET/IONO
CTeKNa C XEeNTbIMU 3aKPyUMBAIOWMMUCA KPbILWKaMu. PeareHT u
pasbaButens (Mo 3 nakoHa) YKNaAblBalOTCA BO BHELLHIOK
YyMaKOBKY 13 GENEHOr0 KapTOHa, KOPOOKM 3aKnenBaroTCs KNenKom
3TUKETKOW.
PeareHt BHYyTpeHHAA ynakoB- BHewHAA ynakoBKa
Ka, h1lakoH
Konnuyecteo Pa3smep
B ynakoBke, (AnVMHa X

tn. wupnHa X
BbICOTA), MM
PeareHT CTeknaHHble hnako- 3
KonnareH (R) Hbl ¢ 6efibimn PP
3aBMHYMBAOLLMMUICA
KpbILLKaMK 120x90x
Pasbasutenb CteknsaHHble nako- 3 65
KonnareHa  Hbl C XentbiMu PP
(D) 3aBMHYMBAOLLMMMICA
KpbILLKamu
Mapknposka

MapKunpoBKa BHYTPEHHE yNakoBKN KOMMOHEHTOB COAEPXMT:
- HAMMEHOBaHWe NPOVN3BOANTENS;

- MOMHOE 1 COKpallleHHOe HauMeHOBaHVe N3nenus;

- 06bema hnakoHa (ans COL R: nocne BOCCTaBHONEHMSA);

- 06bem KoMnoHeHTa (gna COL D);

- HOMep cepwuu;

- CPOK rogHoCTY;

- YCNIOBUA XpaHeHs;

- cMMBONT: «MeauLMHCKOe n3genue ansa AUarHoCTUKM in vitrox,
- CE mMapKunpoBKa;

- rpachmyeckuini cumson «SYSMEX»

- cumBon «Passectu go» (ana COL R);

- NAEHTU(PNKALNOHHbIA HOMep.

MapkrpoBKa BHeLLHel YNakoBKU COAEPXMUT:

- HaMeHOoBaHWe NPOU3BOANTENS;

- MOJIHOEe M COKpaLlleHHOe HauMeHOBaHWe N3fenus;

- 06bema (hnakoHa (ans COL R: nocne BOCCTaBHONEHUS);



beM KOMMOHeHTa (gns COL D);
cTaB (KOM4ecTBO (h/1akOHOB) peareHToB;
“OMep MNo Katanory,
*HOMEp cepuu;
-CPOK rofiHoCTH;
/C/IOBUSA XpPaHEeHus;
-cumBon: «MeguUnHCKOe nsgenne N8 AMarHoCTUKK in Vitroy;
e cMMBON «O6paTNTECh K MHCTPYKLMU MO NPUMEHEHUIOY;
- CE mapkupoBkKa;
- rpacmyeckuin cumon «SYSMEX»
- WITPUX KOS,
- cMMBON «Pa3BecTu»;
- NOEHTUPUKALNOHHBI HOMEP;
- HaANUCb: «Sysmex 3aperucTpMpoBaH B ynpasfeHUN naTeHToB U
3HakoB CLUA».
MapKkunpoBKa NPON3BOANTCA Ha HECKONbKUX A3bIKaXx.

[ononHutenbHas MapkMpoBka Ana Poccuiickoii ®egepaunn Ha
PYCCKOM 13blKe BK/HOYAET:

- HAUMeHOBaHWe MeANLMHCKOrO M3genus;

- HOMEp PErncTPaLoHHOro y0CTOBEPEHNS;

- cBefieHMA 06 yNnoNHOMOYeHHOM NPOU3BOAMTENE HAa TeppUTOpUn
P®.

' cMMBON «3anpeT Ha NOBTOPHOE NMPUMEHeHNe»

lMpoTnsBonokasaHua

[Mpn ncnonb3oBaHUK cneynanbHO OﬁyHeHHbIM nepcoHajiom un c
yyeToM nNpuUMeHeHnsa Nno Ha3Ha4YeHUo NPOTUBOMNOKasaHNA He
BbIAB/IEHbI.

BO3MOXHble NO60UHbIe felicTBUSA

Mpy MCNonb30BaHUM cneunanbHO 06YUEHHbIM MepcoHanoM U ¢
yyeTOM TMpUMeHEeHUs MO Ha3Ha4YeHWtlo ¢ CoG/oAeHUEM Mep
NpesoCTOPOXKHOCTY NOGOUHbIE AeACTBUS He BbISB/EHI.

MpegynpexaeHns n Mepbl NPefOCTOPOXKHOCTH

1. 3TOT peareHT npefHa3HayeH TOMbKO AN1A AWArHOCTUKM in
vitro. He ucnonb3oBaTb Ans Apyrux ueneii. Ecnu peareHT uc-
nonb3yeTcsa BHE OMMCAHHOrO Ha3Ha4yeHusi, npaBuibHas paboTa
He MOXeT 6bITb rapaHTMpoBaHa.

2. Mpu obpalieHun ¢ 06pasLaMy KPOBM MPUMUTE COOTBET-
CTBYHOLLME MepbI, YTO6bI M36exaTb MOTeHUMaNTbHOro pucka 3a-
paXeHus.

3. B cnyyae KOHTaKTa peareHTa cO pPTOM WX [fasamu Tuia-
TENbHO MpPOMOWTE WX BOLOW M obpaTuTecb 3a MeAWLMHCKOWA
MOMOLLBHO.

4. ®nakoHbl ANS peareHTa SBAAKTCS XPYMNKAMU U MOTYT Tpec-
HYTb UM pa3buTbcs BO Bpemsi paboTbl ¢ HUMW. ByabTe ocTo-
POXHbI NpU 06paLLeHnn, 0CO6EHHO NPY OTKPbITUK,

5. Wcnonb3yiite peareHT B TeYeHMWe CPOKa roAHOCTW, 0603Ha-
YEHHOTO Ha 3TUKeTKeE.

6. He cmelunBaiiTe cTapblil peareHT co CBEXUM,

7. BospgywHble ny3bipu, Oobpasylowmecs B peareHte, MOryT
cTaTb NPUYMHON HEMpaBU/bHbLIX Pe3yNbTaToB.

8. O6pawaiitecb C peareHTOM C OCTOPOXHOCTbK, YTOObI
npeaoTBpPaTUTL 3arps3HeEHNE MUKPOOPraHU3Mamm U MbifbHo.

9. He ucnonb3yiite hnakoHbl C peareHTaMu Ana APYrux Lenew.
10. O3HaKOMNEHME C WHCTPYKUMEA MO MPYMEHEHUIO ABASEeTCH
0653aTeNbHbIM,

11. Ucnonb3yiite TONLKO 06pa3Lbl KPOBM C LUTPATOM.

12. dnakoHbl 3aKpbIThl MOf BakyymMoMm. OCTOPOXHO yganute
Mpoo6Ky, YTOObI N36exaTb MOTepn MOpPOoLUKa NpPU OTKPbITUK (hna-
KOHOB UM pa3BefeHnn peareHTa.

[ononHuTensHoe Heo6xoAMMoe o6opyaoBaHme
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-0,9 % pactBOp xnopuga Hatpus

- BOJa ANCTUINIMPOBaHHaS;

- NepyaTkm MenLMHCKMNE ANarHoCTUYECKUE;

- aHa/sM3aTop KoarynoMeTpuyeckunini aBToMaTnyecknii Cucmekc ¢
MOAKNHOYEHHOW (hyHKLMENn n3MepeHns arperaumm TpoMOoLmUTOB;
- KIOBETbl KOHWNYeckue, 4 Mn

- MeLlanka Ans KioBerT,

- fepxarers;

- UHCTPYMEHT AN YCTAaHOBKN MeLLasikKv 41 KIOBET,

- NJaCTUKOBbIE N CUNIMKOHU3NPOBAHHbIE CTEKNSAHHbIE MPO-
6upkn ¢ umtpatom Na 3,2%;

- BaKyyYMHble CUCTEMbI ANA B3ATUA KPOBM ¢ umTpatom Na 3,2%;
-urb! ans BeHenyHkumn 21G v 6onbluero gnameTpa;

- ueHTpudyra nabopaTopHas (obecneyvBaroLLas LEHTPOOEXHOe
yckopeHnme 2004 1 15004);

- 103aTOPbI MUMNETOYHbIE MEPEMEHHOIO 06BLEMA;

- HAKOHEYHWKN OfiHOPAa30BbIe.

[NogrortoBka peareHTa

BblHbTe peareHTbl M3 XONOAW/bHMKA U faiiTe UM JOCTUYL KOM-
HaTHOI TemnepaTypbl. Pa3BeauTe peareHT konnareH (COL R) ¢
nomotysto 0,625 MK AUCTUNNMPOBAHHOW BOAbl W TWATENbHO
nepemMellante (Mcnonb3ys BCTpsxuBatenb). OcTaBbTe (h1akoH
Ha 30 MWH (MHOTfa nepemelLnBas) AN NOAYYEHUS TOMOFEHHOW
CyCNeH3nn (KOHLLeHTpauus pasBefleHHOro KonnareHa cocrasnser
800 mKr/mn). PazbaBbTe pa3BefeHHbI KonnareH
NATUAECATUKPATHO C NOMOLLbIO pa3basutens konnareHa (COL D)
1 pasnenTe B NPOGMPKN ANS UCMONb30BaHMA (paboyvas KOHUEH-
Tpaums kKonnareHa: 16 mkr/mn). Pas6aBneHHbI KonnareH Heob-
XOAMMO MCMOo/b30BaTh B TeveHne 8 yacoB. Bpemsa pacTBoOpeHus
NOPOLLKa He [O/MKHO npeBblaTtb 30 MUHYT.

MepBryHOE B3sITNE, 06PAbOTKA 1 XpaHeHNe 06pasLIoB

TecTMpoBaHuWe arperaumMm TPOMOGOUMTOB CWAbHO 3aBUCUT OT
NOArOTOBKN 06pPa3yoB. B orHowetun MOArOTOBKM 06pa3LoB
cnefyeT co6toaTh MeCTHble NpaBuaa U NPUHLMNBI,

1 OT60p NPo6 KpoBwm

1) OT60p NPO6 KPOBY AOMKEH MPOBOANTLCA MYTEM YMCTOM
BEHEMNYHKUMN ¢ MUHMMa/IbHbIM BEHO3HbLIM 3aCTOEM C MUCMOJb30-
BaHMeM UrN He MeHee 21 kannbpa. Bce o6pasLbl ¢ remMonvM3om in
vitro oT6pacbiBatoT,

) Mcnonb3yoT TONbKO NAAcTUKOBbIE WAN CUNNKOHWU3U-
POBaHHble CTEK/SAHHbIE MPOBUPKY C LUTPATOM B KayecTBe aHTU-
KoarynsHra (9 yacTeil KpoBu: 14acTb pacTBopa LutpaTa HaTpus).

3) Mocne cbopa KpPOBM OCTOPOXHO MepemeLLnBaloT CO-
Lep>X1mMoe Npobupku (-OK).

2. LleHTpudyrnposaHue

(1) LieHTpudyrnpytoTt kposb npu 200 g B TeyeHne 10 MUHYT
npy KOMHaTHOW TemnepaTtype.

(2) OCTOpPOXHO nepeHocsAT PRP nnacTMKoBoW NUMETKON B

NNacTUKoBYlO NPo6MPKYy, u3beras nysbipeil, nepeHoca ApYyrux
KNEeTOUHbIX KOMIMOHEHTOB.

3) XpaHsT PRP B 3akpbiTOii Npo6GUpKe MNpu KOMHaTHOW
Temnepartype.

(4) LleHTpugyrnpytoT nepBuyHyt0 Npo6UpKy elle pa3 npu
1500 g B TeyeHne 15 MUHYT.

(5) MepeHoCAT NoslyyeHHyto PPP B nnactmkoByto Npo6upky
N XpaHAT ee NpuM KOMHATHOM TeMnepaType A0 MCMO/b30BaHUS.

3. V3mepeHns arperauym TpPOMOGOLMTOB BbIMOMHAIOT B

TeyeHune 4 yacoB nocne 3a60pa KpoBW.
MeToauka 13mMepeHus

[aHHbI Habop afganTMpoBaH TOMbKO AN aHanM3aTopoB Sysmex



BK/IOYEHHOW (hyHKLMeEl arperaumm TpoM6oLMTOB.
AHanunsatop gob6asnsiet 20 mkn 0,9 % pactsopa NaCl k

MK nnasmbl PPP, a MHTEHCMBHOCTb MPOXOAALLEro cBeTa C
nymHolA BonHbI 660 HM 3ajaeTcsl B KAYECTBE MCXOAHOro 3Haue-
'"HNA(100%),
2. 20 MKn pa3BefleHHOro KonnareHa o6asnstoT K 140 mMkn
PRP (KOHEYHasi KOHLIeHTpaumsa KonnareHa: 2 MKr/mn) n usmepsitot
M3MeHeHWe CBETOMPOHULAemMocT fpu 660 HMm. AHanusartop
BbIYNC/IAET MaKCUMa/lbHYHO CTeMeHb arperaymMm Ha OCHOBE WH-
TEHCUBHOCTW NPOXOAALLLEro ceeTa.

Ycnosua TpaHCNOPTUPOBAHUA N XpPaHeHus

[laHHOe MeauUMHCKOe u3fenne TPaHCMOPTUPYIOT B KPbITbIX
TPaHCNOPTHbIX CPeACcTBax B COOTBETCTBMM C MpasBuiaMu nepe-
BO3KM Py30B, AEVCTBYIOLMMM Ha KaXX4OM BuAe TpaHcnopTa, npu
Temnepartype oKpy><atoLLeid cpefpbl.

[aHHoe mMegMuUMHCKOe usfenve cnefyet XpaHUTb Npu Temnepa-
Type ot +2°C go +8“C [0 OKOHYaHuA CpOKa rofHOCTW, yKasaH-
HOro Ha 3TUKeTKe.

CpOK rofjHOCT! HeBCKPbLITOro peareHta coctasnset 30 mecsues
nocsie U3roToBneHuns

XpaHeHne 1 CPOK rofAHOCTU NOC/e NepBoro BCKPbITUA

Tabnuua 1. TemnepaTypa XpaHeHus1 1 cTabuibHOCTb

Temnepatypa XpaHeHus CrabunbHOCTb
OT1 18 o 25 °C 24 yaca
OTt2p08"C 28 pHeli

MeToAavKa KOHTpons

Kommepyecknit KOHTPOSb 1 KannbpaTop He BbIMyCKaloTCA.
PekomeHayeTca NPOBEPSATb KaXXAyt0 HOBYIO MapTWIO peareHTta C
MCMnonb3oBaHNeM 06pasLoB, CO6PaHHbIX U3 300POBbIX AOHOPOB.

VHTepnpeTaums pe3ynbTaTtoB

1 Pe3ynbTaTbl OLLEHMBAIOT MyTeM aHanm3a KpuBoii arpe-
TPOBaHUS U % MakcUMabHOW arperaumu. OHW 6yAyT Bapbu-
poBaTbcs B 3aBUCMMOCTU OT TUMa npubopa, Kaxaas naéoparo-
puvs fLOMKHA ONpeAenvTb COGCTBEHHbIE HOPMa/IbHbIE 3HAYEeHMS,

2. Pe3ynbTaTbl CfefyeT UHTEPNpPeTMpoBaTh B 3aBUCUMO-
CTU OT K/IMHWYECKOTO COCTOSIHWS NauMeHTa, KOoMM4yecTBa TPOM-
60UMTOB, NOTEHUUA/IbHBIX BUSHWIA NeKapcTs, 06pasa >U3HW,
MUTaHUs U NpeAaHanMTUYeckoro atana.

3. MaTonormueckme KpuBble AOMKHbI GbiTb NOATBEPXKAE-
Hbl NMOBTOPHbLIM TECTUPOBAHUEM.

JKcnayaTalMoHHble XapakTepucTuku

Tabnuua 2. Mpyvep MakcMMasbHOW arperauuv B HOpPME W Mpu
naronoruu (%)

Maronorusa

Hopma MaTtonorus 2

MakcumanbHas arpera-
uns (%)
Matonorna 1. nauveHT, MPUHUMAIOLLMIA aHTUTPOMOOLMTAPHbIN
npenapar
Matonorus 2. nayneHT ¢ 60ne3Hb0 MNaHuyMaHa

83,3 455 01
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PucyHok 1. lMpumMep HOPMaIbHOW U NATONOrMYeckol KpuBbIX
arperaumu

[lnana3oHbl HOpManbHbIX 6MONOTMYECKUX 3HAYEHWT
[vana3oHbl HOPMabHbIX 6GUONOTMYECKUX 3HAYEHWUI AO/MKHBI
yCTaHaB/MBaTbCA KakAoi nabopartopueli B peanbHbIX YCI0BUAX
paborTbl.

OrpaHu4eHns MeTOANKUA U3MEPEHNS

Vicnonb3oBaHve 3TOro peareHTa NMpPoOBEPSANOCH Ha aHanu3aropax
cepun CrcMekc ¢ (yHKUMEl M3MepeHUs arperauumn Tpoméoum-
ToB, XailthoH BnoMep He GepeT Ha cebs OTBETCTBEHHOCTb 3a
pesynbTatbl aHann3a, NonyyeHHble C UCMNO/b30BaHNEM peareH-
ToB XalipoH BuoMepg Ha HeBaNIMAMPOBAHHbLIX aHaansaropax,
noaTomy, ecnun 6bl1 M3MEHEH CNOCO6 MCMO/Mb30BaHNS peareHTa,
nonb3oBartenb JO/MKEH NPOBEPUTL MpaBusbHYO paboTy TecTa.
He o6Hapy>keHO 3Ha4YMMOro BAUSAHUA Ha pe3ynbTaTbl M3MepeHUs
Ha aHanusatope CS [na KOHUeHTpauun 6unupybuHa o 28
mr/an, remorno6uHa go 50 mMr/an v TpurnnuepuaoB ao 225 mr/an.
Ecnn KonuyectBO TpOM6GOLMTOB MeHble 150 * 108N wnn
60nblie 480 N KOYn, pesynbTaTbl TeCTa MOTYT 6bITb UCKaXKEHbI.

AHaINTUYeCKne xapakTepucTukm

O6paseL, C BbICOKMM YPOBHEM arperalun TpoMOoLMTOB - niasma
PRP 3p0poBoro foHopa;

O6paseL, C HU3KMM YPOBHEM arperauum TPOMOOLMTOB - Mniasma
PRP ¢ aHTMarperaHTHbIM npenapatom (Ha YpOBHe nuka).

1 YyBCTBUTE/NIbHOCTb

MeTog; nsmepeHue cTeneHun arperauumn obpasua ¢ BbICOKUM U C
HM3KUM YPOBHEM arperauyy TpoM6ounTOB, MO 3 pasa Kaxgoro,
pacyeT pa3HOCTU MaKCMMa/lbHOW cTeneHu arperaummn {%) mexay
obpasuamMu C BbICOKMM M C HU3KMM YPOBHEM arperauum TpoM-
60oumTOoB.

PesynbTarsl:

- MakcumasibHas cTeneHb arperauny coctasnset 70 % wm 60-
Niee Mpu u3MepeHMn o6pasLa C BbICOKUM YPOBHEM arperaumu
TPOM6OLUTOB;

- pasHMUa MaKCMMalbHOW CTemeHW arperaumm Mexiay usme-
peHHbIMU pesynbTaTamu 06pasLa C BbICOKMM YpPOBHeM arpera-
Ly TPOMGOLMTOB U C HU3KMM YPOBHEM arperauuv TpoM60LUTOB
coctasnaet 15 % wnn 6onee,

2. TouHOCTb

MeTog: n3mepeHue cteneHn arperauum obpasiia ¢ BbICOKUM U C
HM3KMM YPOBHEM arperauuv TpomMooLUTOB, Mo 3 pasa Kaxaoro.
Pesynbrarhl:

MakcumMasibHas cTeneHb arperaumm coctasnset 70 % unu 6onee
Ans obpasua C BbICOKMM YpPOBHEM arperauuv TpomM6oLMTOB ”
MeHee 70% fna obpasua ¢ HU3KUM YPOBHEM arperalum TPOM-
60LMTOB.

3. Bocnpon3sogumocTtb

MeTtoa: usmepeHue cTeneHn arperaymm o6pasua C BbICOKUM U C
HVU3KUM YpOBHeM arperaumu TpomM6OLMTOB, MO 5 pas Kaxzaoro.



net koapgumumeHTta Bapuauum (CV,%) makcnmanbHOM cTe-

nwn arperaymm (%).

Nn3ynbTathl;

e KoappmumeHT Bapuaummn {CV,%) npu n3mepeHun obpasua c
BbICOKMM MOKasaTenem arperayum TpomboumtoB coctaBun 20%
N MeHee:
- KOa(h(hMLMEeHT Bapuauum nNpu usmepeHMn obpasua ¢ HU3KUM
nokasarefnem arperauun TpomMooLmMToB coctaBun 30% 1 MeHee.
4. Bocnpoussogumocts Mexay cepuamm (Lot-to-lot)
Metog: n3mepeHve obpasua C BbICOKUM YPOBHEM arperauuv
TPOM6GOLMTOB Ha 3-X Cepusx peareHTa, no 5 pas Ha Kaxgon u3
Tpex cepuii, onpegeneHne MakCUMaibHOM CTeneHy arperauum rno
BceM 15 u3MepeHMsAM u pacyeT KoahduuMeHTa Bapuaumun
(CV,%) makcumanbHoli cteneHu arperaumm {%).
PesynbTtarthl;
* BOCMPOW3BOAMMbIE pe3yNbTaTbl MakCVMaibHOWM CTEeneHn arpe-
raumMn Ha Keokaon u3 Tpex cepuil peareHTa, KoaduumeHT Ba-
prauun (CV,%) npyu nsmepeHun obpasua C BbICOKMM MoOKasaTe-
nem arperauum TpomboumToB coctaBun 20% v MeHee

Tabnuua 3. BocnponssogmmMocTb (MOBTOPSAEMOCTb B Npe-
fenax cepuun , NpuMep AN UHDopMaLum

Cp.3H. Makcumanb- Bocnpownssogu-
HOW cTeneHun arpe- MOCTb B npegenax
rauun (%) cepum (CV, %)
Hopma 89,1 29
Maronorus 42,9 6,7

PacueT nokasateneii npousseseH no 30 NOBTOPHLIM U3Mepe-
HUsAM.

rapaHTMM NPOW3BOAUTENS

Mpoun3BOANTENb TapPaHTMPYeT, UYTO peareHT COOTBETCTBYET Tpe-
GOBaHMAM MPUMEHUMbIX HALMOHA/BHBIX U  MEXAYHAPOAHbIX
cTaHgapToB. Mpon3BoauTeNb HECET MOJHYO OTBETCTBEHHOCTb 3a
pa6oToCcnoCO6HOCTb MEAMLIMHCKOTO M3Aenns TONbKO B TOM CAy-
Yae, eC/iv OHO MCMOJb3YeTCs B COOTBETCTBMM C UHCTRYKLUAMMU, a
€ro xpaHeHWe W TPaHCMOPTMPOBKA OCYLLECTBAAIOTCA B COOTBET-
CTBUM C YKa3aHHbIMU YCNOBUSIMU U NpaBunaMu. MNpoussoguTtens
rapaHTpyeT 6e30MacHOCTb MeAULMHCKUX W3AeNunid, oTcyTcTBUE
HefloNyCTMMOro pucka A5 340POBbS YEN0BEKa, a TaKXe OKpY-
Xalolleit cpefbl, eCnn peareHTbl UCMO/b3YHTCS B COOTBETCTBUM
C HasHa4YeHVeM 1 YCNOBUAMU, YKa3aHHbIMU NMPOU3BOANTENEM.
PeareHTbl A0/MKHbI MCMOMb30BATLCS 10 OKOHYaHUS CpoKa rof-
HOCTM, YKa3aHHOrO Ha YrakoBKe.

3JTa OrpaHUYeHHas rapaHTs 3aMeHsieT N6ble Apyrue siBHble
WM HesiBHble rapaHTuW, BKoYas No6ble HesBHbIE rapaHTum
NPUMEHMMOCTU AN KOMMEPYECKOro WM No60oro Apyroro Wuc-
nosib3oBaHus. MNpousBoauTeb He HeceT OTBETCTBEHHOCTU 3a
nto6ble cnydaliHble, KOCBEHHble WU MpejHaMepeHHble MaTe-
pya/ibHble NOTEPU.

O[HOKPaTHOCTb NMPUMEHEHUS
MefuLuHCKoe M3fienve npegHasHaveHo TObKO A/s OAHOKpaT-
HOTO MPYMEHeHUs.

OumncTKa, fesnHdeKumus, ctepunmsaumns
N3genve OAHOKPATHOrO MPUMEHEHUs, MOCTaB/AeTC HecTe-
PULHBIMU, CTEPUNMN3ALLUN HE NMOAEXNT.

Tpe60BaHUA K OXpaHe OKpyxaiolleil cpefbl Npyv NpumeHe-
HUWM MeANLMHCKOro n3genus

Mpy MCMO/L30BaHUM COTMACHO HAa3HAYEHWIO U NpU cobogeHn
Mep NpefoCTOPOXHOCTY, PEKOMeHAYEeMbIX MPOU3BOAUTENEM,
peareHT He SIBNSAETCS WCTOYHWUKOM BbIJENEHUS BPEeAHbIX Be-
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LEeCTB, 3arpsA3HSIOLLMX OKPYXXAlOLLYy0 Cpefy BbIlle YCTaHOB-
NeHHbIX HOPM.

Mpegynpexpjaite pacrnpocTpaHeHWe W CTOK MaTepuana, eciu
3TO BO3MOXHO, He AlonyckaliTe nonajaHus B CTOUHbIe BOAbI.

Mpoueaypsbl yTunmsaymnm

YpaneHne OTXO[0B [O/MKHO OCYLLEeCTBASTbCA B COOTBETCTBUMN C
HaUuWOH&/IbHbIMUM MpaBuiaMu N MO COrnacoBaHUO C MPUPOAO-
OXpaHHbIMKU BegoMCTBaMM. Knacc OTXOf0OB npucBavBaeTcs B
COOTBETCTBMM C HaLMOH&/IbHbIMW HOPMaTVMBHbIMU TpeboBaHWs-
MW. YTUIM3UpYKTe onacHble uanm 6MoNorm4yeckn MHULUMpPOBaH-
Hble Martepuanbl B COOTBETCTBUM TPeOGOBaHWAMU BalLEro y4pe-
XAeHus, defepanbHbIMM U IOKa/bHbIMKM  TpeBGOBaHUSIMU.
OcTaBlMeca obpasybl U OTX0Abl, MOyYaeMble B XOAe pasnny-
HbIX 3TanoB 06paboTkn obpasLia, a Takke BCe KOMMOHEHTbI Me-
LVNUMHCKOTO M3AeNns, BXOAUBLUME B KOHTAaKT C 6ronornyecknmmn
obpasuyamu, cnegyet yTUAW3MPOBATb, MCNOMb3ysA Ae3nHpULU-
pyrowme cpefctBa B COOTBETCTBUM HaLMOHaNbHbIMK TpeboBa-
HUSIMK K 6e30nacHol paboTe ¢ NaTOreHHbIMU MUKPOOpPraHM3mMammn
1 BO3OyanTeNnaMu napasmTtapHbix 601e3Hen, 1 TpeboBaHMAMN Mo
0o6palleHno ¢ MeAVMUUHCKMMU oTXxodamun (Ha Tepputopumn Poc-
cuiickoin ®depepaumm - Kak OTxofbl knacca b (anugemunueckn
onacHble) B coOOTBeTcTBUM Cc  TpeboBaHusmu  CaHlluH
2.1.7.2790-10)

KapTOHHble KOPOGKM YTUIM3NPYIOTCA Kak OTXOAbl Krnacca A,
NPOCPOYEHHbIE peareHTbl U MNycTble (NaKOHbl - KaK OTXOfbl
knacca G. YNakoBKv AOMKHbl ObITb MOMHOCTHH OMOPOXKHEHBI.
YHUUTOXXEHME OCYLLECTBAAETCS HaAnexawum o6pa3oM NULEH-
3MPOBaHHbLIMM OpPraHM3aLMsMM Ha Creunann3mpoBaHHbIX Mo-
LjaZKkax B COOTBETCTBMM C TPebGOBaHUAMU, MPefyCMOTPEHHbLIMU
thefepanbHbIMU 3aKOHaMK, Y B COOTBETCTBUM C 06513aTe/IbHbIMU
TpeboBaHMSIMM 3KOJIOrMYEcKoli 6e30nacHOCTM, C MCNO/b30Ba-
HMEM MEeTOAOB, COracoOBaHHbIX C MECTHbIMW OpraHamu, OTBeT-
CTBEHHbIMW 3a CaHWTapHO-3aNMAeEMUONOrnyeckoe bnarononyyuve
HaceneHus.
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MepeyeHb NPUMEHUMbIX MEXAYHAPOAHbLIX HOPMATUBHbIX
[OKYMeHTOB/cTaH4apToB
MeaMUMHCKOe U3[enve COOTBETCTBYET TpPe6oBaHWAM Ccreayto-

CraHgapTt
ISO 9001

1S 013485

ISO 14971

EN 13641
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npukas «NOR:

SOCT0412152 A»

EN 18113-1
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EN 15223-1
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EN 13640
EN ISO 23640

EN ISO 17511

[vpeansa 98/79
CE

PernameHT (EC)
#1069/2009

EN 62366

PernameHT (EC)
1907/2006
REACH
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HanmeHoBaHue cTaHgapTa
Cucrembl MeHepKMeHTa
TpeboBaHus

M3pgenna meanumHckne. CucTeMbl MeHeX-
MeHTa KauyecTBa. TpeboBaHua Ana uenem
perynMpoBaHus

M3pgenna wmepguumHckue. [puMeHeHne Me-
HePKMeHTa prcKa K MeANLUHCKUM N3LEeNNAM
YcTpaHeHMEe WM CHUXXEHME pUCKa 3apaxe-
HUA, CBA3AHHOrO ¢ NabopaTopHbIMU AMarHo-
CTMYECKMMM peareHTamm

MacnopT 6e30nNacHOCTN XMMWYECKOWN MpO-
aykuun -

yacTb 1: cogep)xaHve - NOPSAOK pasfenos u
nepegau

M3pgenus mepuLMHCKME AMarHOCTUYeckue in
vitro. VHdopmaums, noctaBnsemMasi Mnpowus-
BogmTenem  (3TukeTmpoBaHue). Yactb 1
TepMuHbI, onpefeneHus n oblwue Tpebosa-
HUA

KayecTtBa.

3genna MeauLMHCKME AMarHocTyeckue in
vitro. VHopmauusa, nocrasnsemass npous-
BoauTenem (atuketmposaHue). Yactb 2. [u-
arHoCTMYeckue MpodeccuoHanbHble peak-
TUBbI in vitro

YcTpoiictBa MeguumHckue. CHUMBOSbI,  WC-
nosibyemble Ha ApfbIKax  MegULMHCKUX
YCTPOWCTB MNPV MapKUMpPOBKE M B MpefocTaB-
nsemoli uHgopmauyun. Yacte 1. O6wme Tpe-
60BaHuUs

NabopaTopHas OLEeHKa TEeXHUYECKUX Xapak-
TEPUCTUK MEULIMHCKMX YCTPOICTB
MeauumHcKe n3genna ana AnarHocTUkK In
vitro. OueHka cTabunbHOCTU peareHToB AN
[MarHoCTUKK in vitro

[narHoctka MefuuMHCKMX — un3genuin - “in
vitrto". iamepeHue konu4yectsa B 6uonoruye-
ckux obpasuax. MeTponornyeckaa npocne-
XVNBAeMOCTb 3HayeHWi, NpucBaemMblx Kaamb-
paTopam 1 KOHTPO/bHbIM MaTtepuanam
Oupektnea 98/79/EC EBponeiickoro napna-
MeHTa 1 CoBeTta oT 27.10.1998 o meanuUMH-
CKUX M3[eNnax AN AUarHoCTUKM in vitro
CaHuTapHble HOPMbl B OTHOLLEHUW NMOBOYHbIX
NMPOJYKTOB >KMBOTHOTO  MPOUCXOXAEHUA U
NMPOU3BOJHbLIX MPOAYKTOB, He npejHasHa-
YeHHbIX AN NoTPebieHns YenoBekoM
MpoekTMpoBaHWe MeAULMHCKUX W3[ennii ¢
YUYeTOM 3KCnyaTauMoHHOW NpUrogHocTy
MpaBuna peTcTpayuun, OLEHKN, paspeLleHns

N OrpaHMYeHWs  XUMWUYECKUX  BeLLecTB
(REACH)
Knaccugukanms, MapkupoBKa U ynakoBKa
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HanmeHoBaHue cTaHjapTa
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LOT Kog naptum

VD MeguumHckoe usgenve Ans in vitro guna-
rHOCTUKM

REF Howmep B katanore
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