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Name of the in vitro diagmostics medical device
Revohem Arachidonic acid, Reagent for the platelet
aggregation testing

Intended use
For in vitro diagnostics
Measurement of platelet aggregation

Indication for use

Revohem Arachidonic acid is intended to be used for
measurement and quantification of the maximal
aggregation rate (%) of platelet-rich plasma (PRP) to
assess the platelet function using the automated
coagulation analyzers. Revohem Arachidonic acid 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
accordance 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
introduced 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 ISO
14971.

Risk assessment included: risk analysis, the device
properties 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 arachidonic acid is added to the platelet rich
plasma (PRP) from a healthy subject, it is converted to
thromboxane A2 (TXA2) by the action of cyclooxygenase
and TX synthase. TXA2 is a potent platelet activator and is
required for platelet aggregation following certain types
of stimulus.

After light transmission of PRP and platelet poor plasma
(PPP) is set as 0 % and 100 % respectively, arachidonic
acid is added to the PRP.

TXA2 is generated and then platelets start to aggregate
causing a change in light transmission which is measured
at awavelength of 660 nm.

The maximal aggregation (%) is calculated by the maximal
amount of change in light transmission caused by platelet
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English mirror
for Russia

aggregation induced by arachidonic acid.

Medical Device Description

Components

- Revohem Arachidonic acid reagent - 3 vials,

12 mmol / Larachidonic acid after reconstitution,
- Instruction for use.

Packaging

Revohem Arachidonic acid is filled in the clear glass
transparent vial with white screw-on caps. The reagents
(3 vials) are packed in the outer packs made of bleached
board and the outer packs are taped over with adhesive
labels.

Reagent Inner package Outer package

Number in Size (length X width x
package, height), mm
vials.

Arachidonic  glass vials with 3 80 X 36 x58

acid reagent white PP
screwing caps

Labelling

Labelling of the inner packaging of the components
contains:

- Manufacturer's name;

- Full and abbreviated name of the product;

-Volume of the vial (after reconstitution);

- Batch number;

-Expiry date;

- Storage conditions;

- Symbol of: « In vitro diagnostic medical device(IVD)»;
- Toxicity symbol;

- CE mark;

- «<SYSMEX» graphic symbol

- «Reconstitute with» symbol;

- Identification Number.

The outer package labeling contains:
- Name and address of manufacturer;
- Full and abbreviated name of the reagent;
-Volume of the vial (After reconstitution);
- Components (number of vials) of reagents
- Catalogue number;
- Batch number;
- Expiry date;
- Storage conditions;
Symbol of: «Medical device for in vitro diagnostics
(IVD)»;
- Toxicity symbol;
- Hazard statement;
- Symbol of «Consult Instructions for Use»;
- CE mark;
- «SYSMEX» graphic symbol
- Barcode;
- «Reconstitute with» symbol;
- ldentification 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;

- Components (Number of vials);

- Registration certificate (MA) number;

- 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
contraindications 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
guaranteed.

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
handling, 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
abnormal results.

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

9. Do not use the reagent viais 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.

13. Arachidonic acid is susceptible to oxidation and turns
yellow as it oxidizes.

14. Oxidized arachidonic acid deteriorates and it may
affect reagent performance.

15. To avoid oxidation by exposure to air for a long time,
please reconstitute immediately after opening and keep
with its vial cap.

16. The hazard and toxic information written on the label
is classified by Regulation (EC) No 1272/2008.

Please see the Safety Data Sheet for the country-specific
classification.

Warning Phrases
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H319 Causes serious eye irritation.
P264 Wash skin thoroughly after
handling.
P280 Wear protective gloves/protective
clothing/eye protection/face protection.
P305 If in eyes: wash with water thoroughly for
P351 several minutes. Remove the contact lenses
P338 if any. Keep washing with water.
P337 + If irritation persists: get medical advice/aid.
P313
FI302 Flarmful if swallowed
H315 Causes skin irritation.
H335 May cause respiratory tract irritation
H318 Causes serious harm to eyes

Substance Class

Component under  1272/2008 ggﬁtr
(CLP) ation

Butylated hydroxyanisole H302, H315, H319,  <1%

i i i H335, H351, H318
Sodium metabisulphite <3%

Additional Required Equipment and Materials

- 0.9% NaCl solution;

- Distilled water;

- Medical examination gloves;

-Sysmex automated coagulation analyser with the platelet
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 200g and 1SOQOg);

- Variable volume pipettors;

-Single-use tips.

Reagent preparation

Remove the reagents from the refrigerator and allow
them to equilibrate to ambient temperature. Reconstitute
the arachidonic acid reagent with 0.625 pi of distilled
water and mix thoroughly (using a vortex mixer). Leave
the vial for 30 minutes (with occasional mixing) to obtain
a homogeneous suspension (the concentration

of reconstituted arachidonic acid is 12 mmol / L). Powder
dissolution time should not exceed 30 min.

Dilute the reconstituted arachidonic acid 1.5 fold with
a0.9% NaCl solution and dispense it into a sample cup
for use (working concentration of arachidonic acid is
8.0 mmol / L). The diluted arachidonic acid solution
must be immediately loaded on the analyser after
dilution and be used within 8 hours.

Sample Type, Sample Processing and Storage



Platelet aggregation testing is strongly influenced by
sample handling. Local guidelines should be followed with
regard to sample collection.
1. Blood collection
K (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
temperature.
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
measurements within 4 hours after blood sampling.

Examination procedure

This kit is adapted only for Sysmex automated coagulation

analysers with the platelet aggregation analysis function

enabled.

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

2. 20 pL of arachidonic acid is added to 140 pL of PRP
(Final concentration of arachidonic acid: 1.0 mmol/L)
and the change in transmission at 660 nm is
measured. The analyser calculates 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 18 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 7 days

From -25 to -15 °C 2 months

The reconstituted arachidonic acid can be frozen to be
used only once.
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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 conditions.
3. Abnormal curves should be confirmed by re-testing.

Performance characteristics
Table 2. Example of the maximal platelet aggregation:
normal and abnormal (%)

Normal Abnormal

Maximal aggregation (%) 90.2 2.3
Abnormal: A patient with Glanzmann disease

Figure 1. Example of 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
automated coagulation analysers with the function to
measure platelet aggregation. FIYPHEN BioMed cannot
take responsibility for patient results obtained by the use
of FIYPHEN BioMed reagents on unauthorised analysers,
therefore It isthe responsibility of the user to validate the
performance of the test when modifications to these
instructions or use of the reagent were done. No
significant interference has been observed on CS analyzer
for bilirubin concentration up to 28 mg/dL, hemoglohin
up to 200 mg/dL and for triglycerides up to 286 mg/dL. If
the number of platelets is less than 150 x IOVL or greater
than 480 X IOVL, 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
calculate 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 50% or more for a
highly platelet aggregation sample.

b) The difference of the maximum aggregation rates
between the measured results of a highly platelet
aggregation 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.

Results:

The maximum aggregation rate is 50% or more in highly
platelet aggregation sample, and below 50% 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
calculate the coefficient of variation (CV%) of the maximal
aggregation rate (%).

Results:

The coefficient of variation (CV%) is 20% or less in highly
platelet aggregation sample.

The maximal coefficient of variation (CV) is 30% or less, or
standard deviation (SD) is within 9% in highly platelet
aggregation sample.

4. Lot-to-lot (Between-lot imprecision)

Test methods:

A highly platelet aggregation sample is tested with 3
different batches of reagent, 5 times for each batch.
Calculate the mean value of 15 measurements and the
coefficient 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 (Within-run) An example for
information

Mean maximal Within run  Within-run
aggregation repeatability SD
(%) (CV,%)
Normal 83.4 3.1 2.6
sample
Abnormal
6.6 16.1 1.1
sample

The results have been obtained from 30 repeated
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measurements.

Manufacturer’s Warranty

The manufacturer guarantees that the reagent complies
with the requirements of the applicable national and
international standards. The manufacturer is solely
responsible 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 guarantees the safety of the medical
devices, the absence of unacceptable risks to human
health, as well as to the environment, 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
accidental, indirect or intentional losses.

Single Use Device
The medical device is single use only.

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
environment in excess of the established standards.
Prevent the spread, leakage and runoff of material, if
possible; 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
environmental authorities. The waste class is assigned in
accordance with national regulations. Dispose of the
hazardous 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
requirements for the safe handling of pathogenic
microorganisms and parasitic pathogens, and with the
requirements for medical waste management (in the
Russian Federation as class B waste (epidemically
hazardous) in accordance 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
accordance with the requirements provided for by federal
laws and in accordance with mandatory environmental

T



safety requirements, using methods agreed upon with

local authorities

responsible for the sanitary and

epidemiological welfare of the population.
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Authorized Representative of Manufacturer

HYPHEN BioMed
155 rue d'Eragny, 95000 Neuville-sur-Oise,
France

in 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 Product
(Revohem Arachidonic acid regent)

Revohem Arachidonic acid Reagen

t RCNS 0.625 mL X3

List of the applicable International

Documents/Standards

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

Standard Title of standard

S0 9001 Qualle Management Systems.
Requirements

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

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

Standard

November 9 2004,
decree «NOR:
SOCT0412152 A»

EN 18113-1

EN 18113-2

EN 15223-1

EN 13612

EN 13640

EN ISO 23640

EN ISO 17511

Directive 98/79 CE

Regulations
(EC) #1069/2009

EN 62366

Regulations (EC)
1907/2006 REACH

Regulations (EC) CLP:
1272/2008

Title of standard

infection  related to in vitro
diagnostic reagents

Chemical Products Safety Data

Sheet

Part 1. content:
sections and transfers
In vitro diagnostic medical devices —
Information supplied by the
manufacturer (labelling) — Part 1
Terms, definitions and general
requirements

In vitro diagnostic medical devices —
Information supplied by the
manufacturer (labelling) — Part 2: In
vitro diagnostic reagents for
professional use

procedure for

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

Laboratory assessment of the
technical properties of the medical
devices

In vitro diagnostic medical devices.
Evaluation of stability of in vitro
diagnostic reagents

In vitro diagnostic medical devices —
Measurement of quantities in
biological samples — Metrological
traceability of values assigned to
calibrators and control materials
Directive 98/79/EC by European
Parliament 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



Symbols explanations Date of Issue or review of the text
02/2020

Manufacturer

Use by

LOT Batch Code

In vitro diagnostic medical
IVD 1 device

Catalogue number
| REF |

Warming

C€ CE mark

Temperature Range

Consult Instructions for
On Use
S ] Reconstitute with

Do not reuse
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H Y P H E N Bronornyeck'vie peareHTbl
\ - Tpom603’ N'emocTas * AyTOUMMYHUTET
v BioMed

KomnaHua rpy nnbl Crcmek'c

WWWhyphen-biomed.com

Hésunb-Crop-Yat, ®paHuusa, 10 mapta 2020 r.

KacaTenbHo: PermcTpaymoHHbIi daiin npogykumm gns Poccum

[Ans npefbsBieHUs Mo MecTy Tpe6oBaHus,

MoxanyiicTa, HaliuTe npuiaraemble JOKYMEHTbl AN perucTpauum npofykra PeBoxem ApaxuioHOBasi KUCIOTa
(Revohem Arachidonic acid) Ha Tepputopun Poccum.

[MpoayKT: KaTanoxHblii Ne Pa3mep ynakosku
HanmeHoBaHWe nNpoayKTa
PeBoxem ApaxmpaoHoBas kucnota (Revohem™ Arachidonic acid) BV413997 3x0,625 mn

MpunaraeMble JOKYMEHTbI:

CopepxaHwve Bcero Ne
cTpaHunu(bl)
e VHCTpyKUMA Mo npuMeHeHMto (AHIuiickas Bepcusa ans Poccun) 6

Mognwck: /nognuce!
Vms; Knasp OtoHya (Claire DUNOIS)
[JomkHocTb: JUpeKTop No KAMHUYECKUM UCCNef0BaHNAM U BaiMaaLmm

XalitheH Bromeq

A, HMXKenognucaswascs, AHxennka YEH
(Angelique CHEN), HoTapwuyc r. Mapwx,
HaCTOSLLMM 3aBepsto

noAnMHHocTL nognucy Knap Aronya (Claire
DUNOIS) Ha npunaraeMom AOKYMEHTE
Mapwx, 18 mas 2020 r.

/Mognwuck/
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SYsmex

CE

PeBoxem ApaxupoHoBasd KuUCNoTa

HaumeHoBaHWe MeauUWMHCKOrO u3genus  4na in vitro
[AVarHoCTHKN

PeareHT 417 OUEHKA arperaumu TpoMOOUMTOB  «PeBoxeM
ApaxuzoHosast kucnota» (Revohem Arachidonic acid)

HasHaueHve
MpesHasHayeH ans AuarHoCTUKK in vitro.
[ins oLeHKu arperauuu TPOMOOLIMTOB.

nOMBaHMHI(HpMMEHeHMm

Pesoxem  ApaxugoHoBas  kuCnoTa  MpefHasHayeH  ang
W3MEPEHNS 1 KONMYECTBEHHON OLIEHKN MaKCUMabHO CKOpOCTY
arperauym Tpomo6ounToB (%) B BoraToil TpombouMTaMK Miasme
(PRP) [ons OUEHKM (PyHKUMM TPOMOGOLMTOB C  MOMOLLbIO
aBTOMATWU3MPOBAHHBIX aHaN3aToOpoB  Koarynauun. PeBoxem
Apaxi1oHoBas KWUC/OTa UCMOMb3YeTcs  KBaM(ULMPOBAHHBIM
MEAMLMHCKAM MEPCOHANoM C LEMbK AUArHOCTUKNA HapyLUeHWi
(DyHKUMI A TPOMOOLMTOB ~ WM OLEHKM  peakuymm  Ha
aHTUarperaHTHble Npenaparb.

MpefHa3HaueHHbI NONb30BaTENb

Monb3oBarensmm ABNAOTCA KBaNMNLMPOBaHHbIE
NpotheccuoHasbHble  MeANMLMHCKNE  PaBOTHUKW, B YCMOBMSIX
K/MHWKO-ANarHOCTUYECKON NabopaTopuu.

PUCKM NPUMEHeHNs MegULUMHCKOTO M3genus

Knacc nOTEHUMANbHOrO pucka MPUMEHEHUSt  MELMLIMHCKOro
W3Lenns B COOTBETCTBAW C HOMEHKNMATYPHO! knaccucpukaleit
MEAWLIMHCKAX U3aEeNuii - 2a.

He cylLecTByeT npAMOro NOTEHLMALHOMO prcka As nauueHTa
WN YenoBeka, KOTOPbIA BbINOMHAET aHanu3, NOCKO/bKY peareHT
He Haxo4uTCA B HEMOCPELCTBEHHOM KOHTaKTe C Ye/l0BeyvecKM
TENIOM W He BBOAWTCA B OpraHusM. OfHaKO KOCBEHHble pUCKW
MOryT ObITb PE3yNbTaTOM OMacHbIX ABNEHUIA, CBA3AHHBIX C TEM,
4YTO [MArHoCTUYECKOe MeAMLMHCKOe W34eNne MOXET Bblaarb
OLWNGOYHBIA pesy/bTar.

AHa/Iu3 pyCKOB BbIMOHEH B COOTBETCTBUN € I1SO 14971

OLEHKa PUCKOB BK/IOYANA: aHanu3 PUCKOB, XapaKTepuUCTUKY,
B/MAIOWLME HA 6e30MacHOCTb, MOTEeHUMasIbHbIe  OMacHoCTH,
NOTEHUMANbHBIA  KIVHUYECKWA  Bpes W COMYTCTBYHOLLME
Cepbe3sHble MOCNEACTBUS, aHa/M3 COOTHOLLEHWS K/IMHUYECKOTO
pucka W Monb3bl. Ha OCHOBE MpOBEAEHHOrO aHain3a 6Gbin
BbISIB/IEHbl BCE BbIAB/IEHHbIE W OXMAAEMble OMacHoCT! W
CBAA3aHHbIE C HUMM PUCKA W COKpALLEHbl [0 NpUeMIeMbIX
YPOBHE.

MpUHUMMBI MeTofa UCCe0BaHUsA

Mocne pobasneHns B niasMy, 06OrawleHHylo TpombouuTammu
(PRP), nony4eHHyl0 OT 30pOBOr0 YesioBeka, apaxmoHoBas
kucnota npeobpasyetcs B TpOMOOKCaH A2 (TXA2) ¢ NOMOLLbIO
oKkcureHasbsl M cuHTasbl TX. TXA2 4ABMSETCA  CW/bHBIM
aKTMBaTopoM TPOMOOLMTOB M TpebyeTca Ans  arperauum
TPOMBOLMTOB NOC/E BO3AEHCTBIA ONPeAeNeHHbIX CTUMY/IOB.
Mocne TOro Kak 3HayeHus cseTomponyckaHua B nnasme PRP u
nnasme, 0b6efHeHHo Tpombouyutami (PPP), ycTaHOBNEHbI kak
0% wu 100% COOTBETCTBEHHO, apaxwWLOHOBYK  KUCMOTY
fo6asnawT K nnasme PRP. Obpasyercs TXA2, u 3atem
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AHrAniicKnia
BapuaHT
nnsa Poccum

HauMHaeTcs —arperaums  TPOMOOLMTOB, 4TO  MPUBOANT K
W3MEHEHU0 CBETONPOMYCKaHNs, KOTOPOe U3MepAeTCs Npw 4/He
BOJ/HbI 660 HM.

MakcmanbHas cTeneHb arperauuu (%) paccunTbiBaeTcs Mo
MaKkCUManbHOi  BE/IMYMHE  W3MEHEHUS|  CBETOMPOMyCKaHWA,
BbI3BAHHOTO  arperauueil  TPOMOOLMTOB,  WHAYLMPOBAHHON
apaxmoHOBOI KINCNOTOM.

OnvcaHve MegyLMHCKOrO 13genvs

CocTaB 1 KoMMeKTaums

- peareHT PeBoxem ApaxufoHoBas kucnota - 3 (priakoHa,
12 MmOnb/N apaxuaoHOBOI KCNOTLI NOCNE Pa3BeaeHIs,
- MHCTPYKLMA MO NPUMEHEHNIO

YnakoBka

PeareHT Pesoxem ApaxufoHoBad KucC/iotTa ynakosaH —BO
(hr1aKkoHbl M3 NPO3PayHOTO CBET/IOT0 CTekna € 6enbiMu
3aKpy4uMBAOLLMMUCS  Kpblllkamu. PeareHtbl (N0 3 ¢hiakoHa)
YKNaZbIBAOTCA BO BHELUHIOW YNAKoBKY W3 GENeHOro KapToHa.

Peareut BHyTpeHHss BHelLHAs ynakoBska
YIaKoBKa,
thnakoH Konuuect Pa3wve
BO B p
ynakoBke (omH
.. a X
LUMPUH
a X
BbICOT
a), MM
PeareHt CrexnsHHble 3 80 «x
PeBoxem (pnakoHl c 36 x
ApaxufioHo 6enbimm PP 58
Bast 3aBJHYMBAOLLY
Kucota MUCS KpbILLKaMM
MapkupoBka

MapK1poBKa BHYTPEHHE YNakoBKM KOMMOHEHTOB COLEPXNT:
- HaIMeHOBaHWE NMPoM3BOAUTENS;

- MO/THOE W COKpALLEeHHOe HaNMEHOBAHWE W3Aenus;

- 06bEM KOMMNOHEHTA (noc/e pasBeeHns);

- HOMep cepuu;

- CPOK FOAHOCTY;

- YCNOBUS XpaHeHWs;

- CUMBONT: «MefinLmMHCKoe u3genue Ans AUarHoCTUKK in Vitrox,
- CUMBOJ1 TOKCUYHOCTH;

- CE mapkupoBka;

- rpadpnyeckuii cumson «SYSMEX»

- cumBon «PasBecTuy;

- MAEHTU(VKALMOHHBIA HOMEP.

MapKvpOBKa BHELUHEl YNaKOBKW COLEPXKUT:

- HAMMEHOBaHME U afpec NpPoM3BOAUTENS;

- web-caiiT npou3BoaNTeNs;

- NIO/IHOE U COKPALLEHHOE HaMMEHOBAHWE PEareHToB;
- 06beM NMoc/e pasBefieHNst KOMMOHEHTOB;

- cocTaB (KONMYeCTBO (h/IaKOHOB) peareHToB

- HOMep N0 Karanory;

- HOMep cepum;

- CPOK rofHoCTY;



- YC/I0BUA XpaHeHus;

- CUMBO/T: «MefiLIMHCKO. n3denue Ans AUarHoCTUKN in Vitro»;
- CIMBO/T TOKCUYHOCTH;

- 3aAB/1EHME 06 OnacHoCTY;

- cuMBOJ1 «OBpaTUTECh K MHCTPYKLWM MO MPUMEHEHNION;

- CE mapxupoBka;

- rpadpnyeckmii cumaon «SYSMEX»

- LLITPUX KOA;

- CMMBO/ «Pa3BecTuy,

- ULEHTUCVKALMOHHBI HOMEP;

- Hafnuck; «Sysmex 3aperucTpupoBaH B yNpasneHuu naTeHToB
1 3Hakos CLLA».

Mapk1poBka NpoN3BOANTCA HA HECKOMBKMX A3bIKAX.

[lononHntensHas mapkupoBka 4is Poccuiickoii depepaunn Ha
PYCCKOM $I3bIKE BK/IOUAET:

- HAVMEHOBaHWe MefMLMHCKOTO U3Aenus;

- COCTaB (KoMmriekTauus);

- HOMep PerucTpaLyoHHOrO YAOCTOBEPEHMS;

- CcBefieHMsi 06  YMO/HOMOYEHHOM  MPOM3BOAMTENE  HA
Tepputopumn Po.

- CUMBO/ «3arpeT Ha NOBTOPHOE NMPUMEHEHNEY

|-|p0TI/IBOI'IOKa3aHVIFI

|-|pl/| Mncnoab3oBaHn cneunanbHO 06y‘4€HHbIM nepcoHasiom un c
YY4ETOM MNPUMEHEHNA NO Ha3Ha4YeHWUH0 MPOTUBOMOKa3aHWA He
BblIAB/1EHbI.

Bo3MoxHble NOGOYHbIE JeiACTBIS

Mpn MCMOMb30BaHA CMELManbHO 0GyUEHHbIM NEPCOHaNOM U C
YUETOM MPUMEHEHNS MO Ha3HAYeHW0 C COGMIOAEHNEM Mep
MPeA0CTOPOXHOCTY NOGOYHbIE AEHCTBUS HE BbISBNEHDI.

MpefynpexaeHus u Mepbl NPesoCTOPOXHOCTH

1 3T0T peareHT NpefHasHa4yeH TOMbKO ANA AUArHOCTUKM in
vitro. He ucnonb3oBatb Ans Apyrux ueneid. Ecnm peareHt
UCMONMb3YeTCA  BHE  OMMCAHHOTO  HA3HayeHus, 1O
3 dEKTUBHOCTL HE MOXET BbITb rapaHTMPOBaHa.

2. Tpu paboTte ¢ 0bpasLamu KpoBu MpUMUTE COOTBETCTBYHOLLME
Mepbl AN NpeoTBPALLEHNs pyUCKa 3apaXeHus.

3. Tpu KOHTAKTEC peareHTOM NOMOCTb pra WM [/1a3a
TILATENbHO MPOMOIATE BOAON W 06PATUTECH 3a MELNLIMHCKOV
MOMOLLbIO.

4. OnakoHbl [ peareHTa ABAAOTCA XPYNKUMU W MOryT
TPeCHYTb WM pasbutbc BO Bpemsa paboTbl. bByapte
OCTOPOXHbI MpK 06paLLEeH, 0COBEHHO MPW OTKPBLITUN,

5. Wcnonb3ayiite peareHT B TEYEeHUE CPOKArof4HOCTH,
0603HaYEHHOTO Ha JTUKETKE.

6. He cmelunBaiiTe CTapblil peareHT C HOBbIM.

7. Bo3sgylwHble ny3bipbKu, 06pasytoLMecs B peareHte, MOryt
CTaTb NPUYMHOIA HENpPaBU/IbHbIX Pe3yNbTaToB.

8 OcTopokHO  ObpawlaiiTeCb  C  peareHToM,  4TOObl
NPesoTBPaTUTL  KOHTAMUHALMIO  MUKpOOpraHusMamin i
MbUbIO.

9. He ncnonb3yite (hriakoHbl C peareHTamu AN Apyrux Leneu.

10. YreHne WHCTpyKUMM N0 npumeHeHnto  (AM)  sBnseTtcs
06s3aTe/bHbIM.

11. Wcnonb3yiTe TONbKO 06pasLibl KPoBK C LATPATOM,

12. ®iakoHbl 3aKPbITbl MOZ BakyyMOM. OCTOPOXHO CHUMUTE
npobKy, 4To6bl 136exarb MOTEpH MOpOLLKA MPW OTKPbITIAW
(h11aKkoHOB WM Pa3BefEHNN peareHTa.

13. ApaxugoBHoas KuCnOTa MNOABEPXEHA OKUCNEHWO |

CTaHOBUTCA XeNToro upeta npn OKUCIEHUN.
14. OkucneHve yxyflaeT apaxuaoHOBYK KUCNOTY U MOXET
NoBAWATb Ha 3(P(PEKTUBHOCTb peareHTa.

15. [ins u3bexaHus OKUCMEHWs Npu BO3AENCTBUM BO3AyXa
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B TEYEHWe [/MTENbHOTO BPEMEHM, NOXanyiicta,
pasBeduUTe peraeHT cpasy noc/e BCKPLITUA W XpaHuTe
BO (D/TAKOHE C KPBILLKON,

16. VHcpopmaums 06 0NacHOCTU U TOKCUYHOCTH, YKa3aHHas
Ha aTuKeTKe, knaccugmumpyetcs B Pernamente (EC) No
1272/2008. MoxanyiicTa, 03HAKOMbTECH C Mac/OPTOM
BesonacHocT Ang Knaccudukaummn no cTpaHam.

MpenynpexaeHvie

H319 BbI3bIBAET TAXE/I0E pasfpaxeHue r1as3.

P264 TwartenibHO NPOMbITL KOXY nocsie
paboTbI.

P280 Monb30BaThCA 3alUMTHBIMM NepyaTkamm /
3aLLMTHOI 0feXaoi / cpesCcTBamMu 3awmThl a3 /
mua.

P305 Mpu nonajaHnv B rnasa: TLATeNbHO NPOMbIBATb

P351 BOfON HECKOSbKO MMHYT. CHATb  KOHTaKTHble

pP338 NMH3BbI NpY - Ha/muuW.  TIPOSOMKUTL  MPOMbIBATL
BOLOV.

P337 + Mpu coxpaHeHun pasgpaxeHus: ObpaTUTLCA 3a

P313 MEAVLMHCKOIA NOMOLLbH) / KOHCYbTaLmei.

H302 BpepHo npu npornarbisaHum

H315 BbI3blBaeT pasgpaxeHue Koxu

H335 MoxeT BbI3biBaTb pasfpaxeHue AbixaTenbHbIX

nyTeit

H318 BbI3bIBaeT cepbesHble NoBpeXAeHNs 1/1a3

KomnoHeHT Knaccudpmkaups KoHu,

BelUecTBa  COrMiacHo
1272/2008 (CLP) EHTP
aums

Butyiated hydroxyanisoie
(BytunrugpokcmaHnson)
Sodium metabisuiphite

MeTabucynbqut HaTpus

H302, H315, H319, <1%
H335, H351,H318
<3%

JlononHutensHoe
Martepuasibl

0,9 % pacrtsop xnopuaa Hatpus

- BOfia AUCTUNIMPOBAHHAS;

- NepyaTku MeauLIMHCKME AUarHoCTUYecKue;

- aHa/N3aTop Koary/IOMeTpUYECKnin aBTomaTuyeckuii Crucmekc ¢
NOAKMIOUYEHHON (OyHKLMETR M3MEPEHNs arperavium TpOM6OLUTOB;
- KIOBETbI KOHWUYecKue, 4 M

- MeLLasika [191 KIOBET;

- fepxarens;

- UHCTPYMEHT [/191 YCTaHOBKW MELUasIKV fi11 KIOBET;

- JINacTMKOBblE WM CWMKOHU3UPOBAHHbIE  CTEK/AHHbIE
npo6upkm ¢ uutpatom Na 3,2%;

- BaKyyMHbIE CUCTEMbI AN15 B3ATUA KPOoBM C LTpatom Na 3,2%;

- UrNbl ANs BeHenyHKuun 21G 1 6onbLuero AuameTpa;

- LeHTpudhyra nabopatopHas (obecneunsaroLias LeHTPo6exHoe
yckopeHue 2004 1 15004);

- 03aTOPbI MUMNETOYHBIE NEPEMEHHOTO 0OLEME;

- HaKOHEYHWKM 0fHOPAa30BbIE.

Heobxoaumoe  obopynoBaHue U

MoaroToBka peareHta

BblHMMAIOT peareHTbl W3 XONOAWMbHUKA W JA0T UM [OCTUYb
KOMHaTHO/ TemnepaTypbl. Pa3BOAAT peareHT apaxvpoHOBON
kncnotel ¢ momowsto 0,625 MK AUCTUNIMPOBAHHON BOAbI W
TWATeNbHO  MEepeMellnBaloT  (MCMoMb3ys  BCTPAXWBATESD).
OcTaBnsoT  (pakoH  Ha 30  MUHYT  (CO  CAyYaiiHbIM
nepemeLLrBaHKeM), 4TOObl NOAYYUTb TOMOTEHHYID CYCMEH3MI0
(KOHUEHTpauMs  pa3BeAEeHHON  apaxMOHOBOW  KMCMOTbI



coctanser 12 mmonb/n). Bpems pacTBOpeHWs MOpoLLKa He
[O/MKHO NpeBbILaTh 30 MUHYT.

Pa30aBniaoT pasBefeHHy0 apaxuioHoByt0 kucnoty B 1,5 pasa
pacteopom 0,9 % NaCl u HanmBarwT B npobuUpKy Ans
NCMonb3oBaHWA  (pabovas  KOHLEHTpauus  apaxuoHOBOV
kucnotbl; 8,0 MMorb/n). Pa3basnieHHyto apaxuoHOBYIO KUCIOTY
HeobX041MO 1CMOo/b30BaTb B TEYEHME 8 YacoB.

MepBryHOe B3ATME, 06paboTKa U XpaHeHre 06pa3LoB
TecTpoBaHue arperauyuv TPOMOOLMTOB CU/IBHO 3aBUCKT OT
MOATOTOBKM 06pa3LoB. B OTHOWEHMN MOATOTOBKM 06pasLoB
cneayet coboaaTb MEeCTHbIE Npasiia v NPUHLMMDI.

1 Ort6op npob Kkposu

(1) Otbop npob KpoBM [O/MKEH MPOBOANUTLCH NyTEM
YACTOW BEHEMYHKUAM C MWHUMa/bHbIM BEHO3HbIM 3aCTOEM C
1CMOMb30BaHMEM WI He MeHee 21 kaimbpa. Bce obpasupl ¢
reMo/IM30M in Vitro 0T6pachIBakOT.

(2) Wcrnone3ytot TOSbKO NNacTUKoBble wm
CUMMKOHM3NPOBaHHbIE CTEKNSHHbIE MPOGUMPKM C LMTpaToM B
kauecTse aHTuKoarynsHTa (9 vacteil kposu: 1 yacCTb pacTsopa
uuTpara Hatpus).

(3) Mocne c6opa KpoBWM OCTOPOXHO NEPEMELLNBAIOT
COZepXuMoe NpoBupKM (-OK).

2. UeHnTpudpyruposanue

(1) UeHTpudpyrupytot kpoBb npu 200 g B TeueHue 10
MUHYT MpW KOMHATHOW TemnepaTtype.

(2) OcTopoXHO nepeHocAT — GoraTyto — TpombouuTaMm
nnasmy (PRP) nnacTukoBoiA MUNETKON B MIACTUKOBYIO MPOGUPKY,
n3beras nysblpeii, NepeHoca Apyrux KNETOUHbIX KOMMOHEHTOB.

(3) XpaHsT PRP B 3akpbiToii Mpo6UpKE NpU KOMHATHOVA
TEMMepartype.

(4) LleHTpudpyrupytoT nepeuyHy0 Npodupky elle pas npu
1500 g B TeueHue 15 MUHYT.

(5) MepeHocAT  MOMyyeHHyl0  GedHytlo  TpombGouuTamm
nnasmy (PPP) B niacTWkoByld NpPOGMPKY U XpaHAT ee npu
KOMHATHOW Temnepatype 0 UCMo/b30BaHus.

3. M3vepeHus arperauum TPOMOOLMTOB BbINOMHAKOT B TEUEHNE

4 4acos nocrie 3a60pa KpoBi.

MeToauka usmepeHus

[laHHbli  Habop aganTMpoBaH TOMbKO AN aHaM3aTopoB

C1CMEKC C NOAKTOUEHHOI (hyHKLMeld arperaLmmn TPOMBOLMTOB.

1 Axanmsatop pobasnsietr 20 mkn 0,9 % pacteopa NaCl k

140 mkn nnasmbl PPP, a WHTEHCMBHOCTb npoLLesLlero
cBeTa C [/IMHOM BOMHbI 660 HM 3aJaeTcd B KauyecTee
ncxogHoro 3HaveHua (100 %).
20 MKn pa3baB/eHHOI apaxiMfOHOBOI KICMOTbI 06aBNSOT
kK 140 mkn nnasvbl PRP  (kOHeyHas  KOHLEHTpauus
apaxufoHoBoil  kucnotbl: 1,0 Mmonb/in) 1 M3MepsioT
W3MEHEHe CBETONPOMYCKAHUA MPU [/IMHE BOJHbI, PABHON
660 HM. AHa/IM3ATOP BbIYMC/ISET MaKCUMasIbHYH CTENeHb
arperauym 13 UHTEHCUBHOCTM NPOLLEJLLIETO CBETA.

YCNnoBusA TPaHCMOPTUPOBAHNA U XPaHeHNUs

[laHHOe MefuUMHCKOe W3fenMe TPaHCMOPTUPYIT B KPbITbIX
TPAHCMOPTHbIX CPefCcTBax B COOTBETCTBAM C  MpasuiaMu
NepeBO3KM  [Py30B, [LENCTBYIOLMMWA  Ha  Kak4oM  Buge
TpaHCcnopTa, Npy TeMnepaType OKpyXatoLLeli cpesbl.

[laHHoe  MefuUMHCKOE — u3genve  cnefyet  XpaHuTb  Mpu
Temneparype ot +2°C go +8°C [0 OKOHYaHUsi CpoKa rofgHOCTH,
YKa3aHHOro Ha 3TUKETKe.

CpoK roHOCTW HEBCKPLITOTO peareHTa cocTaBnaer 18 mecsues
noc/e U3roTOB/EHNS!

XpaHeHue 1 CPOK roAHOCTY Noc/e NepBoro OTKPbITUA
Tabnuua 1. Temnepartypa xpaHeHus 1 CTabuibHOCTb

Temnepatypa xpaHeHust CTabubHOCTb
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Or 18 go 25 °C 24 yaca
Otr2p08°C 7 oHejd
0T1-25p80-15 °C 2 Mecaua

PasBeieHHYI0 apaxuOHOBYIO KWC/IOTY MOXHO 3aMOpPO3nTb AJist
MCMOMb30BaHMS TOBKO OfMH Pas.

MeToauka KOHTPONA

KomMmepueckuii KOHTPOTb 11 KaIMBpaTop He BbIMYCKAKTCS.
PekomeHayeTcs NPOBEPATb KaXOyl HOBYIO CEpUI0 peareHTa C
1CnoMb30BaHNeM 06pa3LoB, MONYYEHHBIX Y 340POBbLIX LJOHOPOB.

WNHTepnpeTaums pesynbTaToB
PesynbTaTbl  OLEHMBAKOT ~ MyTeM  aHaiu3a  KpUBOIA
arperMpoBaHus U % MakcuManbHoli arperauum. OHu 6yayT
BapbMpOBaTLCS B 3aBUCMMOCTW OT TuNa npubopa, Kaxgas
nabopatopus  flo/kHAa  ONpefenutb  COBCTBEHHblE
HOPMaJIbHbIE 3HAYEHNS.

2. PesynbTaThl CnegyeT MHTEPNPeTUPOBaTb B 3aBUCMOCTY OT
KVMHUYECKOTO ~ COCTOSIHWA  JlalMeHTa,  KO/M4ecTBa
TPOMOOLMTOB, NOTEHLMaNbHLIX BAWSHWIA NekapcTs, obpasa
KU3HW, NUTAHWS W NpeaHaIMTUYECKOoro aTana.
MaTonormyeckme KpuBblE [OMKHbI BbiTh MOATBEPXAEHDI
MOBTOPHbLIM TECTUPOBAHUEM.

JKcnnyaTaLnoHHbIE XapaKTepUCTUKN
Tabmmua 2. Mpumep MakCUMasibHOW CTEMeHn arperaynm B

Hopma Matonorus
MakcumansHas arperaums (%) 90,2 2,3
Matonorus: nauueHT ¢ 60/1e3HbI0 MNaHLMaHa

Bpems (cex.)
Puc. 1 Tlpumep HOPMaslbHOA M MaTOMOrMYECKOi  KPUBbIX
arperauuu

[lnanasoHbl HOpMasbHbIX GMOMOTUYECKNX 3HAYEHMIA
Buonoruyeckne  pediepeHTHblE  WMHTEPBASbI  HEOGXOAMMO
yCTaHaB/MBaTb B Kaxgoii /fabopatopum B MPaKTUHYECKMX
YC/I0BUSIX.

OrpaHnyeHnss MeTOAVKMN U3MepeHuns

lcnonb3oBaHue 3TOro peareHTa NPOBEPSIOCH HA aHaIn3aTopax
cepuum  CucMekC C  (DyHKUMeld  M3MepeHns  arperauim
TpombounToB.  XaitpeH BuoMen He OepeT Ha  cebs
OTBETCTBEHHOCTb 3@ pe3y/bTaTbl aHanu3a, MoJyyeHHble ¢
NCMOMb30BaHNEM  peareHToB  XaiiheH  BuoMes — Ha
HEB/MAMPOBAHHbIX — aHanu3aTopax, nosTomy, ecim  6bin
W3MEHeH Cnocob WCMoMb30BaHWs  peareHTa, Mo/b30BaTeslb
JO/KEH MPOBEPUTL NPaBUIbHYIO paboTy TecTa.

He 06HapyXeHO 3HAYMMOro BWSHUA Ha pe3ynbTaTbl N3VepeHus
Ha aHanusatope CS [ KOHUEHTpauuu 6unupybuHa fo 28
mr/an, remornobuHa o 200 mr/gn v Tpuruuepuaos fo 286
mr/an.

Ecnm konnuectso TpombGounuTOB MeHblle 150 X t03/n wm
6onbLue 480 x 10Mn, pesynbTaTbl TeCTa MOIYT ObITh UCKaXKEHI.



nnasma PRP 340p0Boro fA0Hopa;

O6paseL, C HU3KM YPOBHEM arperaLym TPOMOOLMTOB - Miasma
PRP 0HOPOB, NPUHMMALOLLMX aHTWarperaHTHbIA Npenapar.

1 UyBCTBUTENBHOCTD

MeToz; “3MepeHne CTeneHu arperauuy obpasua C BbICOKUM W C
>HI3KAM YPOBHEM arperaumy TpoMOoLuMToB, Mo 3 pasa Kaxgoro,
pacyeT pasHOCT/ MakCUMaUTbHOI CTeneHn arperaumn (%) mexay
00pasuamMm C BbICOKMM W C HU3KAM YPOBHEM arperauuv
TpOM6OLMTOB.

Pesynbrarbi:

- MakcumasibHas CcrteneHb arperauum coctasnser 50 % wwm
6onee npu n3MepeH 06pasLa C BbICOKUM YPOBHEM arperawiym
TPOMOOLUTOB;

- pasHuLa MaKCUMaIbHOW  CTEeneHW — arperauun  Mexay
W3MEpPeHHbIMM  pesynbTatamMi 06pasla C BbICOKUM  YPOBHEM
arperaum  TPOMOOLMTOB U C HU3KMM YPOBHEM  arperauu
TpomboLuTOB coctasnseT 15 % wm 6onee.

2. TouHOCTb

MeToz: M3MepeHue CTeneHn arperauym obpasua C BbICOKM U C
HU3KUM YPOBHEM arperaty TpoMOOLMTOB, MO 3 pasa Kakoro.
Pesynbtars!:

MakcuMasibHas CTeneHb arperauun coctasnsieT 50 % unm 6onee
4ns obpasua C BbICOKMM YPOBHEM arperauuy TPOMOGOLMTOB W
Hwke 50% pnna obpasya C HW3KMM  YpOBHEM — arperauuu
TPOMOOLTOB.

3. BocnpoussogumocTb

MeToz: M3MepeHue CTeneHn arperaumm obpasua ¢ BbICOKUM U C
HU3KUM YPOBHEM arperauuu TPOMOOLMTOB, MO 5 pa3 Kaxgoro,
pacuet koathdmumeHTa Bapuaymm  (CV,%)  MakcumanbHOV
CcTeneHu arperauuu (%).

Pesynbtartsl:

- koadpchuumeHT Bapuaummn (CV,%) npu 13MepeHun obpasua C
BbICOKMM MoKa3aTesieM arperauuu TpomoéouuTos coctasun 20%
11 MeHee;

- K03(hChWLIMEHT BapuaLmu npu M3MepeH obpasLia C HU3KUM
nokasaresieMm arperatuu TpomboumTos coctasun 30% U1 MeHee.

4, Bocnponssoaumocts mexay cepusimu (Lot-to-lot)

MeTtog: uv3mepeHve 06pasua C BbICOKMM YPOBHEM arperauum
TPOMBOUMTOB Ha 3-X Cepusix peareHTa, no 5 pas Ha Kaxgon w3
TPeX Cepwii, onpegeneHne MakCUManbHOW CTEMeHW arperauum
no Bcem 15 u3MepeHusMm W pacyeT Ko3dhuuueHTa Bapualmmn
(CV,%) makcumabHOi cTeneHn arperauun (%),

Pesynbrartsl:

- BOCMPOW3BOAMMbIE PE3ynbTarbl  MakCUMaslbHON  CTeneHu
arperaupm Ha Kaxgon u3 Tpex Cepuii peareHTa, KoauLMeHT
Bapuaym (CV,%) npu u3mepeHun obpasua C  BbICOKMM
nokasareniem arperauum TpoMbounToB coctasnn 20% 1 MeHee

Tabnmua 3. Bocnpon3soanMocTb  (MOBTOPSIEMOCTb B

npegenax cepuu), npumep Ansg UHgopmaLmmn
Cp.3H. Bocnpoussog ~— Bocnpowssou
Makcumaslb  MMOCTb B MOCTb B
HOM npegenax npefenax
CTeneHu cepum (CV, %)  cepum (SD)
arperauy
*)

Hopva 834 31 2,6

Marono 6,6 16,1 11

rma
Pacuet nokasateneneii npousseseH N0 30  MOBTOPHbIM
N3MEPEHMSIM.

apaHTUM MPOM3BOANTESIS

Mpou3BOAUTENb TAPaHTMPYET, YTO peareHT COOTBETCTBYET
TPeBOBaHMAM MPUMEHUMBIX HALMOHANBHBIX U MEXAYHAPOAHBIX
CTaHZapToB. [pOM3BOAUTENb HECET MOSHYK OTBETCTBEHHOCTb
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3a paboToCnocOBHOCTb MEAULMHCKOTO U3AENNS TOMbKO B TOM
Clyyae, E€CM OHO  WCNIOMb3yeTcs B COOTBETCTBMM  C
WHCTPYKUMSIMM, @ €f0  XPaHEHMe U  TPaHCropTUPOBKA
OCYLLECTB/ISIOTCS B COOTBETCTBUM C YKa3aHHbIMI YC/OBUSMUA U
npasunamy.  Mpou3BOAMTENb  TapaHTUpyeT — Ge30macHoCTb
MEAVLMHCKMX W3LENMA, OTCYTCTBME HE[OMYCTUMOrO pucka s
3[0POBbS YEJIOBEKA, A TaKKe OKpYXaloweii cpefpl, €cim
pPEeareHTbl UCMO/b3YKTCH B COOTBETCTBUM C HA3HAUYEHMEM U
YC/IOBUSIMM, YKA3aHHbIMI NPOU3BOAUTENEM.

PeareHTbl [0/KHbI  UCMIOMb30BATLCA [0  OKOHYAHMS  Cpoka
FOAHOCTY, YKA3aHHOTO Ha YMaKOBKe.

JTa orpaHMueHHasi rapaHTusi 3aMeHsieT fitoBble Apyrve siBHble
WM HEesiBHbIE TrapaHTWW, BK/KYAs NIOGbIE HESIBHbIE rapaHTUM
MPUMEHMMOCTI A1 KOMMEPYECKOTO WA /oGOro  [ipyroro
WUCMONb30BaHWS. [MPOM3BOANTENb HE HECET OTBETCTBEHHOCTY 3a
NioBble  ClyvaiiHble, KOCBEHHblE WM  NPeHAMEpPEHHbIE
MaTepuasibHble NOTEpMU.

O/AHOKPATHOCTb MPUMEHEHNS
MefuuuHCKOE — W3fe/Me  MPeAHA3HAYeHO  TOMbkO AN
O[IHOKPATHOTO MPUMEHEHMS.

OuncTKa, Ae3vHDEKLMS, CTepUIN3aLms
W3merme  OAHOKPATHOTO  MPUMEHEHMS,
HECTEPUNbHBIMM, CTEPUNU3ALIA HE MOAMEXMWT.

nocTaBnAeTcsA

TpeboBaHMS K OXpaHe OKpYXalwWwein cpefgbl  npu
MPYMEHEHNN MEAVLMHCKOTO M3aenus

Mp1 MCNOMB30BAHMN COTIACHO HA3HAYEHWHO U NpW COGMIOLEHNN
Mep MpPefOCTOPOXHOCTH, PEKOMEHAYEMbIX MPOM3BOAUTENEM,
peareHT He $BNSETCA WMCTOYHUKOM  BbIAENEHUS!  BPEAHbIX
BELLECTB,  3arPASHSIOLMX  OKPYXAKLWyKW  cpedy  Bbille
YCTaHOB/IEHHBIX HOPM.

Mpegynpexpaiite pacnpocTpaHeHue,n CTOK Matepuana, ecsu
3T0 BO3MOXHO, HE flomyckaiiTe nonajaHus B CTOYHbIE BObI.

Mpoueaypb! yTrAK3aLmm

Bce oTxofbl LO/MKHBI ObITb YTUAN3MPOBAHbI B COOTBETCTBUM C
MECTHbIMW MpaBuiaMM yTUAM3ALMW  MOTEHLMAbHO-0NacHoro
Bronoryeckoro Marepuana

Knacc  oTX0moB  npucBavBaeTci B COOTBETCTBAM  C
HaLWOHaIbHBIMI HOPMATMBHBIMK TpeboBaHUAMN. YTUU3NpyiiTe
OnacHble WM 61OOTNYECKN VH(MLMPOBaHHbIE MaTepuasibl B
COOTBETCTBUN Tpe6oBaHMAMK BaLLero YUpexaeHus,
thegepasibHbIMU 1 NIOKaNbHbIMM  Tpe6oBaHuaAMM. OcTaBLunecs
o6pasubl W 0TX0Abl, NONy4Yaemble B XO4E Pa3fNuYHbIX 3TanoB
06paboTkn 06pasLa, a TakKe BCE KOMMOHEHTbI MeAMLMHCKOro
W3henns, BXOAMBLUME B KOHTAKT ¢ Guonoruyeckumu obpasuamu,
crefyeT  YTUAW3MPOBATb,  UCMOMb3yA  AE3UH(ULMpYIoLLMe
CpeacTBa B COOTBETCTBUM HAUMOHAMbHBIMI TPEBOBaHUAMM K
6esonacHoil paboTe C NATOreHHbIMW  MUKPOOPraHu3Mamu i
BO3bYyauTENAMM NapasvTapHbix GonesHei, v TpeboBaHUAMN Mo
00paLleHnio € MeSUUMHCKAMM  OTXOZamu (Ha  TeppuTopum
Poccuiickoii ®efiepauun - kak 0Txofbl knacca b (annagemuuecku
OnacHble) B COOTBETCTBUM ¢ TpeboBaHuaMU CaHluH 2.1.7.2790-
10

KapToHHble KOpOOKM YTW/M3MPYIOTCA Kak OTX0Abl knacca A,
MPOCPOYEHHbIE peareHTbl W NyCcTble (hNaKkoHbl - Kak OTXOAbl
knacca G. YnakoBkw LO/KHbI 6bITb MOHOCTbHO ONOPOXHEHDI.
YHUUTOXEHME  OCYLLECTBASETCA  Hagjexawum  06pasom
JILLEH3NPOBAHHBIMA OpraHn3aLmMaMM Ha CreLuanm3npoBaHHbIX
noLaakax B COOTBETCTBUM c Tpe6oBaHmAMY,
npeaycMOTPeHHbIMA  (Defepa/ibHbIMA - 3aKOHam, U B
COOTBETCTBUN C 0653aTENbHbIMM TPEBOBAHUAMM 3KOOMNUECKOV
6e30nacHoCTH, C UCMO/b30BAHNEM METOAOB, COTNACOBAHHBIX C
MECTHbIMW ~ OpraHamu,  OTBETCTBEHHbIMM 33  CAHMTAPHO-
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ANUAeMUoornYeckoe 61arononyyme HaceeHus.
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() Bom G. V.. Aggregation of blood platelets by adenosine
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ISTH.: J Thromb Haemost2013,11,1183-9.
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Mpou3sogunTens

A HYPHEN BioMed
155 rue d’Eragny, 95000 Neuville-sur-Oise,
France (®paHLus)

YNONHOMOYEHHBI  NpefcTaBuTeNb
TeppuTopumn Poccuiickoii Peaepatm
O6uwectBo ¢ OrpaHuyeHHoii OTBETCTBEHHOCTbIO  «CHCMEKC
PYC» (000 «Cucmekc PYC»)

tOpuanuecknii  agpec: 123290 Mocksa, 1 MaructpanbHbii
TynvK, 11, 3gaHue 10, aTax 2 nomelleHue V, komHarbl 1-23, 25-
39

MouTtoBbid agpec: 123290, 1. Mocksa, 1-1 MarncTpasibHbIi Tynuk,
nom 11, ctpoenne 10, odpuc 1020

TenedoH: +7(495)781-67-72

npousBoauTeNa  Ha

WHhopmauma o npogyKumm

PeareHt «PeBoxem ApaxugoHosas
Arachidonic acid)

PeareHt Revohem Arachidonic acid

kucnota»  (Revohem

ik xmi| 0,625 mn

I'Iepequb MPUMEHMMBIX MEXAYyHapOoAHbIX HOPMAaTUBHbIX
,qOKyMEHTOB/CTaH,qapTOB

MeguumHckoe — w3genne  COOTBETCTBYET — TpeboBaHWAM

CraHpapt HavmeHoBaHue cTaHapTa

1SO 9001 CucTeMbl MeHeKMEeHTa kauecTBa.
TpeboBaHust

ISO 13485 V3penna MeAMNLIMHCKMeE. Cucrembl
MeHe[pKMEeHTa kayecTa. TpebosaHusa [1q
Lieneil perynnpoBaxms

ISO 14971 Vizgenma  meguumMHCKue. MpumeHeHne
MEHe[)KMEHTA  puUCKa K MEAULMHCKUM
u3genam

EN 13641 YcTpaHeHue WM CHWKEHMe  pucka

3apaXeHnsi, CBSA3AHHOTO C N1a6OPATOPHbIMM

ONarHoCTUYECKUMK peareHTamm

PaclwmpoBKa CIMBO/IOB MapK1POBKY

Mpou3soguTes

mJ
Wcnonb3oBartb o

T a Kog naptum

IVD MeguuuHckoe  u3genue  Ang in  vitro
JMarHoCTUKN

REF Homep B katanore
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CraHgapt

9 Hos6ps 2004 .,
npukas «NOR,;
SOCT0412152 A»

EN 18113-1

EN 18113-2

EN 15223-1

EN 13612

EN 13640
EN I1SO 23640

EN 1SO 17511

[Ovpektua  98/79
CE

Pernavent  (EC)
#1069/2009

EN 62366

Pernavent  (EC)
1907/2006
REACH
Pernament  (EC)
CLP: 1272/2008

HavmeHoBaHve cTaHgapTa
Macnopt  6e30macHoCTy
npoayKLmun

4acTb 1:COfiepxaHue - NopsifoK pasaesnos 1
nepegau

W3genns MeauuMHCKWe AuarHocTuyeckue in
vitro. WHdhopmaums, nocras/isiemas
npou3soguTeNem (3TUKeTMpoBaHWe). YacTb
1 TepmuHbl, onpefeneHus u  obupe
Tpe6oBaHus

W3genns MemuuMHCKWe AuarHoCTMyeckue in
vitro. WHchopmaLys, nocras/isiemas
NpoU3BOAUTENEM (3TUKETMPOBAHWE). YacTb
2. [uarHoctuyeckue npodheccuoHasbHble
peakTuBbI in Vitro

yctpoiictBa  MmeguupHckue.  CUMBOSb,
UCMO/b3yeMble Ha AP/bIKaX  MeAULMHCKUX
YCTPOWCTB ~ MpU  MapkupoBke M B
npefocTaBnsemoii nHopmaumn. Yacts 1
O6ue Tpe6oBaHUsA

NabopartopHas OLeHka  TeXHUYEeCKUX
XapaKkTepuCTUK MeULMHCKUX YCTPOIACTB
MeguupHcKe u3genns Ans AuarHocTuku In
vitro. OueHka CTabunbHOCTK peareHToB s
QnarHocTukK in vitro

[JvarHocTuka MeauUMHCKUX  u3gennid  'in
vitrto". i3mepenne  KonuuecTBa B
Bronornyeckmx obpasLax.
MeTtposornyeckas NPOC/EX1BAEMOCTb
3HauYeHWiA, MpuCBaEMbIX Kanubpatopam W
KOHTPO/IbHBIM MaTepuaiam

[Jvpextuea 98/79/EC EBponeiickoro
napnameHta u Coseta ot 27.10.1998 o
MeJULMHCKIX, U30ennaxX 4015 QUarHoCTUKM in
vitro

CaHuTapHble  HOPMbI B OTHOLLEHUM
MoGOYHbIX NPOLYKTOB XVMBOTHOTO
MPOVUCXOXAEHNA U MPOU3BOAHBIX MPOAYKTOB,
He npefHasHaueHHbIX A1 noTpebneHns
Ye/I0BEKOM

MpoeKTMPOBaHME MELNLIMHCKUX W3Lennii ¢
YYETOM 3KCMNYyaTaLUNOHHOI NPUroSHOCTY
Mpasuna perucTpauuy, OLIEHKN,
paspeLleHns U OrpaHNyeHus XMMUYECKUX
BellecTB (REACH)

Knaccudukaums, MapkvmpoBka W ynakoska
BELLECTB W CMeceii

XUMUYECKOI



MpesynpexaeHue

C€ W3penve cooTBETCTBYET €BPONENCKMM
CTaHZapTam
TemneparTypHblii A1anasoH

OBpaTUTECh K MHCTPYKLMN MO MPUMEHEHIO

S ] PassecTt 0
® 3anpet Ha NOBTOPHOE MPUMEHEHIE
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[NepeBog AaHHOIO TEKCTa BbINOMHEH nepeBogumMkom KpanauvHbiM eHncom AnekcaHapoBuyem

Pocorircras P'egel Mums

Mopos Mocksa.

LLlecTtoro uona fABe ThiCAYM ABaALATOr0 roja.

A, MNMpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBY MOA/NHHOCTb
nognucy nepesoguuka KpannvHa feHnca AnekcaHapoBuya.

Mognuch cpenaHa B MOEM MPUCYTCTBUMN.

JIn4yHOCTbL MoANuMcaBLLEro AOKYMeHT M pTanoB/ieHa.

3aperncTpupoBaHo B peecTpe’ K» a -
B3bicKaHO rocyaE (™MW p{" dyY 100 py6. 00 Kon.
YnnayeHo 3a o aj"Boryri TA"HUTeckoro xapakrepa: 300 py6. 00 kor.
OKOLLEHKOBA
MpoLHy nmet
* y *
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