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sYsmex

Revohem ADP

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

Intended use
For in vitro diagnostics
Measurement of platelet aggregation

Indication for use

Revohem ADP is intended to be used for measurement and
guantification of the maximal aggregation rate (%) of
platelet-rich plasma (PRP) to assess the platelet function
using the automated coagulation analyzers. Revohem ADP
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 Adenosine 5'-diphosphate (ADP) is added to the
platelet rich plasma (PRP) from a healthy subject, it binds to
P2Y1 and P2Y12 receptors present on platelets and induces
platelet aggregation in two phases. First, ADP induces a
primary wave of aggregation and if the stimulus is sufficiently
strong, a secondary wave of aggregation arises when the
platelet granules release their content: serotonin,
fibrinogen, endogenous ADP, etc.

After light transmission of PRP and platelet poor plasma
(PPP) is set as 0 % and 100 % respectively, ADP is 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 ADP.
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CE

English mirror
for Russia

Medical Device Description

Components

Revohem ADP reagent, consisting of;

- Revohem ADP reagent - 3 vials,

160 pmol / L ADP (Adenosine 5'-diphosphate) after
reconstitution.

- Instruction for use.

Packaging
Revohem ADP reagent 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.
ADP glass vials with 3 80 x 36 x58

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 component;

- Batch number;

- Expiry date;

- Storage conditions;

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

- Components (number of vials) of reagents

- Catalogue number;

- Batch number;

- Expiry date;

- Storage conditions;

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

- symbol of «Consult instructions for Use;

- CE 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;

- 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, Precautions and Test Method Restrictions
1 This reagent is intended for in vitro diagnostic use only.
Do not use for other purposes. If the reagent is used
outside the intended purpose, then proper operation
cannot be guaranteed.
2. When handling blood samples, take appropriate
measures to avoid the potential risk of infection.
3. Ifthe reagent gets into eyes or mouth wash with water
thoroughly and get medical advice.
4. Reagent vials are fragile and may crack or break during
use. Be careful when handling, especially when opening.
5. Use the reagent within the expiration date displayed on
the label.
6. Do not mix an old reagent with a new one.
7. Air bubbles in the reagent may lead to incorrect results.
8. Handle the reagent carefully to avoid contamination
with microorganisms and dust.
9. Do not use the vials with reagents for any other
purposes.
10. Always read the instruction for use before work with
reagent.
11. Use only citrated blood samples.
12. Vials are closed under vacuum. Carefully remove the
stopper to avoid loss of powder when opening the vials
or diluting the reagent.

Additional equipment required

-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 m| 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
200gand 1SO0g);

- Variable volume pipettors;

-Single-use tips.
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Reagent preparation

Remove the reagents from the refrigerator and allow them
equilibrate to room temperature. Reconstitute the ADP
reagent 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 homogeneous suspension (the
concentration of the reconstituted ADP is 160 pmol/L).

Dilute the reconstituted ADP tenfold with 0.9 % NaCl solution
and dispense into a sample cup for use (working
concentration of the ADP: 16 pmol/L). The diluted ADP must
be immediately loaded on the analyser after dilution and be
used within 8 hours.

Sample Type, Handling and Storage

Platelet aggregation testing is strongly influenced by sample
handling. Local guidelines should be followed with regard to
sample collection.

L Blood collection

@) 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.

) 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 thetube(s) gently.

2. Centrifugation

@) 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 function
enabled.

1. The analyser adds 20 pL 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 pL of the diluted ADP is added to 140 pL of PRP (Final
concentration of ADP: 2 pmol/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 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
r From 2to 8 °C 28 days
From -25 to -15 °C 2 months

The reconstituted ADP can be frozen to be used only once.

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 parameters
Table 2. Example of the maximal platelet aggregation:
normal and abnormal (%)
Normal  Abnormal 1  Abnormal 2
Maximum platelet
aggregation (%)
Abnormal 1: a patient taking an antiplatelet drug
Abnormal 2: a patient with Glanzmann disease

83.2 49.8 0

60 120 180 2i0 500

Time (sec)

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. HYPHEN BioMed cannot take responsibility for
patient results obtained by the use of HYPHEN BioMed
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reagents on unauthorised analysers, therefore it is the
responsibility of the user to validate the performance of the
test when modifications to these instructions or use of the
reagent were done. Hemolyzed samples should be
discarded. No significant interference has been observed on
CS analyser for bilirubin concentration up to 28 mg/dL and
for triglycerides up to 187 mg/dL. If the number of platelets
is less than 150 x 10@/L 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 70% 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 70% or more in highly
platelet 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 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 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
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
. Within run
Mean maximal -
aggregation (%) repeatability
(CV,%)
Normal sample 84.9 24
Abnormal sample 38.5 6.7

The results have been obtained from 30 repeated
measurements.

Manufacturer's warranties

The manufacturer guarantees that the reagent complies
with the requirements of the applicable national and
international standards. The manufacturer is solely and fully
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
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(epidemically hazardous) in accordance with SanP
2.1 .7.2790-10)

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

Waste disposal and destruction shall be performed
properly licensed organizations at specialized sites
accordance with the requirements provided for by fedei
laws and in accordance with mandatory environmeni
safety requirements, using methods agreed upon with lo
authorities responsible for the sanitary and epidemiologic
welfare of the population.
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Manufacrturer
HYPHEN BioMed
155 rue d'Eragny, 95000 Neuville-sur-Oise.
France

Authorized Representative of Manufacturer in the Russia
Federation

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

Telephone: -H7(495)781-67-72

Information on the product
Revohem ADP reagent

Revohem ADP reagent Irens]0.625 mL]x 3



List of the applicable International Documents/Standards
The medical device complies with the requirements of the
following standards and directives:

Standard
I1SO 9001
ISO 13485

ISO 14971
EN 13641

November 9 2004:
Decree «NOR;
SOCT0412152 A»
EN 18113-1

EN 18113-2

EN 15223-1

EN 13612

EN 13640
EN 1SO 23640
EN ISO 17511

Directive 98/79 CE

Regulation (EC)
#1069/2009

EN 62366

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

Title of Standard

Quality Management
Requirements

Medical devices — Quality management

Systems.

systems — Requirements for regulatory
purposes
Medical devices — Application of risk

management to medical devices
Elimination or reduction of risk of infection
related to in vitro diagnostic reagents
Chemical Products Safety Data Sheet -

Part 1: content: procedure for 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

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

Performance evaluation of in Vvitro
diagnostic medical devices

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

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
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Symbol explanations

LOT

IVD

[ref

Ce€

RCNS X mL

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



I IY P I I E N Buonornyeckue peareHTbl

- Tpom603' F'emocTas * AyTOUMMYHUTET
. BioMed

KomnaHus rpynnbl CucMekc

wvvw.hyphen-biomed.com

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

KacaTtefibHo: PeructpauuoHHbiIii daiin npogykumm gis Poccum

[ns npegbsiBneHUs no Mecty TpeGoBaHus,

MoxanyiicTa, HainguTe npunaraeMble LOKYMEHTbI 471 perncTpaummn npogykta Pesoxem ALd (Revohem ADP) Ha
TeppuTOpUK Poccum.

Mpogykt
HanmeHoBaHMe L 1 L A LW KaTanoxHbliii Ne PasmeuyLLIEoBKK
Peoxem AP (Revohem ADP) | AP200422 13 X0,625 mn

Mpunaraemble JOKYMEHTbI:
CopfepxaHve Bcero Ne
capawnCei}
e VHcTpykums no npumeHeHuto (AHrauiickas Bepecust 4ns Poccum)

Mognwuce: Inodnucbl
ms: Knap AtoHya (Claire DUNOIS)
JomkHocTb: [JMpeKTop Mo KAMHWUYECKUM UCCNef0BaHMAM W BaMaauum

XaiichoH briomeg

A, HKenognucasLwascs, AHxennka YEH
(Angelique CHEN), HoTapuyc 1. Napux,
HaCTOALLMM 3aBepsito

nofnmHHocTb nognucy Knap AroHya (Claire
DUNOIS) Ha npunaraemMom [JOKYMeHTe
Mapwx, 18 masa 2020 .
/Moanuce/
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SYsmex

Pesoxem AA®

HavmeHoBaHve in vitro
[NarHocTrkm
PeareHT ons OueHKW arperaumu TpombouLMTOB «PeBoxeM ALld»

(Revohem ADP)

MEAWUMHCKOrO  U3genust A

HasHaueHue
MpeaHasHayeH 419 AUarHOCTHKM in vitro.
[ns oLeHKn arperaumm TpOMOOLMTOB.

MokasaHnsA K NPUMEHEHMNIO

Revohem ADP npegHasHayeH Ansi UMEPEHNS 1 KOJIMYECTBEHHOIA
OLIEHKM MaKCMMasIbHOIA CKOPOCTM arperauun TpomoéouuTtos (%) B
boratoil TpombouuTamm nnasme (PRP) ans oueHku hyHKumK
TPOMOOLMTOB C MOMOLLI0 aBTOMATU3MPOBAHHBIX aHasI13aTopoB
koarynsuum. Revohem ADP ucnonb3yetcs KsannguumpoBaHHbIM
MEAULVHCKAM MEPCOHA/IOM C LIe/bl0 AMArHOCTUKA  HapyLLeHuii
(hyHKLMIA TPOMBOLMTOB WM OLEHKW peakLi Ha aHTuarperaHTHble
npenaparbl.

I'Ipe,u,Ha3HaL|eHH bl NONb30BaTe b

Monb3oBarensmu ABMAKOTCA KBal'II/I(pVILI,I/IpOBaHHbIe

NpothecCMOHabHbIE  MEAUUMHCKUE — pabOoTHUKW, B YCNOBUSX
K/IMHKO-AMarHoCTUYECKOn nabopaTopum.

PUCK NPUMEHEHUS MEAMLMHCKOTO U3Lenus

Knacc noTeHUManbHOTO  pucka MPUMEHEHWNS  MEAMLMHCKOro

W3henus B COOTBETCTBUW C HOMEHKMATYPHOIA knaccucpukaLmeit
MeZULMHCKUX N3aenuii - 2a.

He cyLlecTByeT MpAMOro NOTEHLMasbHOTO pucka Ans naupeHta
WM 4eN0BEKa, KOTOPbIA BbIMOMHAET aHau3, MOCKO/bKY pPeareHt
He HaxoguTcA B HEMOCPEACTBEHHOM KOHTaKTe C YenoBEeYECKUM
TENIOM W He BBOAMTCA B OpraHu3Mm. OfHaKko KOCBEHHble pPUCKM
MOryT 6bITb PE3yNbTATOM ONACHBLIX SBMEHWNA, CBA3AHHBIX C TEM,
YTO [WarHoCTUYeckoe MeAMLMHCKOE W3fene MOXeT BbifaTb
OLUIMBOYHBIN pesynbTar.

AHanM3 pUCKOB BbINO/HEH B cO0TBETCTBUM C ISO 14971.

OLeHKa pPUCKOB BKMIOYA/IA: aHa/IM3 PUCKOB, XapaKTepUCTUMKY,
B/MAIOWLME HA 6E30MacHOCTb, MOTEHUMANbHbIE  OMACHOCTH,
NOTEHLMANbHBIA KMHUYECKUIA BPEZ U CONYTCTBYIOLLME CepbesHble
MOC/MEACTBIAA, aHanu3 COOTHOLUEHWS K/IMHWUYECKOTO puUcka W
nosib3bl. Ha 0CHOBE NpOBESEHHOTO aHann3a Gbln BbISB/EHbI BCe
BbISIB/IEHHbIE W OXMAAeMble OMacHOCTW W CBA3aHHbIE C HUMM
PUCKM 1 COKPALLEHDI 10 NMPUEM/IEMbIX YPOBHEN.

MpUHLMNBI METOAA UCCNEeLOBaAHNA

Korga apeHosuH 5-gucbocthatr (AQP) pobasnswt k 6oratoit
Tpombauntamn nnasve (PRP) oT 3p0poBoro cybbekta, OH
CBA3bIBAETCA € peuentopamu P2Y1 u P2Y12 Ha Tpombouutax 1
WHOYUMpYeT arperauuo TpoméouuTos B ABe (hasbl. CHavana A®
WHOYLVPYET MEepPBUYHYI0 BOJHY arperauuu, W ecnum  CTumyn
[0CTaTOYHO CUMIEH, BO3HWUKAET BTOPUYHASA BOMIHA arperauui, Korga
rpaHy/bl TPOMBOLIMTOB 3KCKPETUPYIOT COAEPKUMOE: CEpPOTOHWH,
thnbpuHOreH, aHaoreHHbIi ALD 1 T. A,

Mocne TOrO Kak 3Ha4yeHus ceetonponyckaHusi B PRP (6oratoii
TpomGouMTaMi nnasme) M B 6GeaHoil TpombouuTamu nnasme
(PPP), 3apaotca kak O % u 100 %, cooTBeTCTBEHHO, AP
pobasnaor K PRP.  3atem  TpombOUMTHI  HauyMHalOT
arperuposarbcs,  CBeTtonponyckaHue — PRP  u3meHseTcs.
V13meHeHne nponyckaHus cBeTa U3MEepAoT Ha L/VHE BOMHbI 660
HM.
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Ce

AHrnnickas
Bepcusa ana P®

MakcumanbHas cTeneHb arperauum (%) paccuMTbIBAeTCs Mo
MaKCUMasIbHOW  BE/IMUMHE — W3MEHEHWsI  CBETOMPOMyCKaHMs,
BbI3BAHHOTO arperavyeli TPOMBOLMTOB, MHAYLMPOBaHHON ALL®.

OnucaHve MeaULMHCKOTO M3Lenis

CocTaB 1 KOMM/eKTaums

PeareHT «PeBoxem Alld» (Revohem ADP), B cocTase:

- peareHT Revohem ADP - 3 thnakoHa,

160 mkmons/n AL® (ageHo3uH 5'-gudpocdpar) nocne passeseHus,
- MIHCTPYKLMS N0 NPUMEHEHUHO.

YnakoBka

PeareHT Revohem ADP ynakoBaH BO (hi1akOHbl U3 MPO3payHoOro
CBETNIOND CTekna C OefbiMM  3aKPYUYMBAIOLLMMUCA  KPbILLKAMA.
PeareHTbl (N0 3 (pnakoHa) YKNaablBaloTC BO BHELLHIOKW YNakoBKY

PeareHT BHyTpeHHss ynakoBka, BHeLUHAA ynakoska

thnakoH
Konuuectso B Pasmep (avHa
yraKoBKe, X WupuHa X
tn. BbICOTA), MM
PeareHT CreknsiHHble (hrakoHbl 3 80 X 36 X 58

Ald ¢ 6enbiMu PP
3aBMHYNBAIOLLUMUCS
KpbILLKaMK

MapkmpoBka

MapK1poBKa BHYTPEHHEN! YNakoBK/ KOMMOHEHTOB COLEPXUT:
- HaIMEHOBaHWeE NMPoM3BOANUTENS;

- MOJTHOE W COKPALLEHHOe HaNMEHOBaHWE N3denus;

- 00bEM KOMMOHEHTE;

- HOMEp cepim;

- CPOK FOAHOCTH;

- YCI0BUS XpaHEeHus;

- CUMBON: «MefMLIMHCKOE U3fenue AN AUArHOCTUK in Vitroy;
- CUMBOJ1 TOKCUYHOCTH;

- CE mapkuposka;

- rpacpuueckmii cumson «SYSMEX»

- CUMBON «Pa3BecTu»;

- ULEHTU(MKALMOHHBIA HOMEP.

MapK1poBKa BHELUHEl YNaKoBKW COLEPXUT:

- HaIMeHOBaHWe W afpec NpPoNU3BOAUTENS;

- MO/THOE W COKPALLEHHOE HaNMEHOBAHWE PeareHToB;

- 06beM noc/e pa3BefeHns KOMMOHEHTOB;

- COCTaB (KONMMYECTBO (PN1aKOHOB) PEareHToB;

- HOMep 1o Kartasiory;

- HOMep cepui;

- CPOK rofiHOCTY;

- YCNOBWS XpaHeHWs;

- CUMBONT: «MeNLMHCKOe U3fenue AN AUarHoCTUKN in Vitrox,
- CUMBOJ1 TOKCUYHOCTH;

- 3a91B/1EHNA 06 ONMAcHOCTY;

- CMMBON «OBpaTUTECH K MHCTPYKLMM MO MPUMEHEHMIO®;

- CE mapkuposka;

- rpacpuueckuii cumson «SYSMEX»

- LWITPUX KOg;

- cumBon «PassecTuy;

- MAEHTU(MKALMOHHBIV HOMEP;

- HafinuCb: «Sysmex 3aperucTpupoBaH B YNPaB/IeHUN NaTeHToB
3HakoB CLLUA».

3r



MapK1poBKa NPOM3BOAUTCS Ha HECKO/IbKMX S13bIKaX.

[lononHnTenbHas MapkupoBka ans Poccuiickoil defepauum Ha
PYCCKOM fA3bIKE BK/IHOYAET:

- HAMMEHOBaHWE MEeANLIMHCKOrO U3LEeNMS;

- cocTaB (komnekrauus);

- HOMEp PEerucTpaLyoHHOrO Y0CTOBEPEHNS;

- CBe/ieHns 00 YNnosIHOMOYEHHOM NPOU3BOAUTESNE HA TEPPUTOPUN
PO.

- CMBO/ «3anpeT Ha NOBTOPHOE MPUMEHEHUE»

npOTVIBOI'IOKaSaHI/IFl

|-|pI/I MCnosb30BaHMn cneunanbHo O6yLIeHHbIM nepcoHasiom u C
Y4ETOM NPUMEHEHNA NO Ha3Ha4YeHW0 MPOTUBONOKa3aHWA He
BbIAAB/IEHbI.

Bo3MOXHble N06OYHbIE AENCTBUSA

Mpu 1CMO/Mb30BaHUN CMELMaTbHO 0BYYEHHBIM MEPCOHANOM W C
YYeTOM MPUMEHEHNS MO Ha3HAYeHW0 C COOMIOAEHMEM Mep
NPEeLOCTOPOXHOCTN NOBOYHbIE AECTBUS HE BbISBNEHI.

MpegynpexaeHus, Mepbl NPefoCTOPOXHOCTU U OrpaHUYeHNs

MeTogda

1. 310T peareHT npegHasHaYeH TOMBKO 47151 AMArHOCTUKN in vitro.
He wcnomb3oBath Ana gpyrux ueneil. Ecnu  peareHt
NCMONb3yeTCs BHE ONWUCAHHOTO HA3HAYeHWs, NpaBW/bHas
paboTa He MOXeET BbITb rapaHTMpOBaHa.

2. Mpu obpaweHm c  obpasyamu  KpoBW  MpuUMuTE
COOTBETCTBYIOLME Mepbl, 4TOObI M36EXaTb NOTEHLMANLHOO
pucka 3apaxeHus.

B cnyyae KoHTakTa peareHTa CO PTOM WM [/1a3amu,
TWATeNbHO MPOMOATE WX BOJOA 1  obpatutech 3a
MeZAMLMHCKON NOMOLLbHO.

4. ®dnakoHbl [ANA peareHTa ABMAKOTCA XPYNKUMW W MOTYT
TPECHYTb UM pa3buTbCs BO Bpems paboTbl C HUMK. Byapte
OCTOPOXHbI MPK 06paLLEHN, OCOBEHHO NP OTKPLITUN.

5. Wcnonb3yiite peareHT B TeYeHWe CPOKA  TOAHOCTY,
0003HAYEHHOTO Ha JTUKETKE.

6. He cmelumBaiiTe CTapbI peareHT co CBEXNM.

7. BosgywwHble ny3bipu, 06pasyoLLMecs B peareHTe, MOryT CTaTb
MPUYNHOI HENPABUbHBIX PE3Y/bTATOB.

8. Ob6pawaiiTecb C peareHTOM C OCTOPOXHOCTbH, — YTOObI
NpesoTBpaTUThL 3arps3HeHe MUKPOOPraHU3Mamm W Mblibio.

9. He ucnonb3yiite onakoHbl C peareHTamn 4ns Apyrux Leneii.

10 UteHne  WHCTpyKUMM MO MpUMEHEHWI0  ABAseTCS
06s3aTe/bHbIM.

11 Wcnonb3yiiTe TONbKO 06pasLbl KPOBY C LATPATOM.

12. ®nakoHbl 3akpbiTbl NOf BakyyMmoM. OCTOPOXHO yaanuTe
npobky, 4To6bl M36exXaTb NOTepW MOpOLUKA MPW OTKPbITUMN
(hNakoHOB WM pa3BedeHNN peareHTa.

JononHutenbHoe HeobxoayUmoe 060pyL0BaHNe U MaTepuasbl
- PacTop xnopuga Harpusa 0,9%;

- BOZa AMCTU/INMPOBAHHAS;

- NepyaTk MeAu LMHCKUE QUArHOCTUYECKNE;

- @aHanu3aTop KoarynomeTpuyecknii aBTomatuyeckuii  CucMekc ¢
JOLKTOYEHHON (hyHKUMEl N3MepeHns arperaummn TpoMOOLNTOB;

- KIOBETbI KOHWYeCKue, 4 Mn

- MeLuasika Ans KioBeT;

- Aepxaresb;

- MHCTPYMEHT A5 YCTAHOBKW MeLUasIki 1S KIOBET;

- NNACTNKOBbIE UM CUIIMKOHU3WNPOBAHHBIE CTEKNAHHBIE MPOGUPKK
¢ uutpatom Na 3,2%;

- BaKyyMHble CUCTEMbI [/ B3ATUA KPOBYK C uuTpaTom Na 3,2%;

- UMbl ANs BeHenyHKummn 21G 1 6oNbLIero AnaMeTpa;

- LeHTpudpyra nabopatopHas (obecreumsatoLias LeHTpobexHoe
yckopeHue 2004 1 1500p);
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- 403aTOpPbl NUNETOYHbIE NEPEMEHHOIO 06bema;
- HAaKOHEYHWKN 0HOPA30BbIE.

MoAroToBKa peareHTa

BblHbTe peareHTbl W3 XONOAWIbHUKA 1 faiTe WM  AOCTWYb
Temneparypbl B nomelleHun. Passegute peareHT AL® 0,625 mn
OVCTUNNIMPOBAHHOI BOAbI W TILATENBHO NepemeLLaiite (MCronb3ys
BcTpAxuBatenb). OctasbTe p1akoH Ha 30 MUHYT (CO Cayy4aiiHbIM
nepeMeLUnBaHmem), 4TOBbI MOMYYUTb TOMOTEHHYKO CYCNEH3NI0
(KoHLeHTpaums pasBefieHHoro All® coctasniaer
160 mkMonb/n).Bpemst  pacTBOpPEHWst  MOPOLLKA  HE  [OJIKHO
npesbIwats 30 MuH.

Pazb6asnsoT passefeHHblii Al B aecATb pa3 pacteopom 0,9%
NaCl n pasnuBaloT B MpobMpkM AN UCMOMb30BaHMA (paboyas
koHueHTpaums AQ®: 16 mkmons/n). PasbaBneHHbiii AQP fomkeH
ObITb HEME[/IEHHO NOC/Ee PasBefeHUs 3arpy)XeH B aHain3artop
CNOMb30BaH B TEYEHNE 8 Yacos.

Tun obpasua, 06paboTKa 1 XpaHeHne 06pasLoB

TecTupoBaHue arperauum TPOMOOLMTOB CWIBHO 3aBUCUT OT
MOATOTOBKM 00pa3LoB. B OTHOLWeEHWM MOATOTOBKM 06pasLoB
cnepyert cob/0gatb MeCTHbIE Npasiia U NPUHLUABI.

1. Ot6op npob Kposu

(1) Ot6op npo6 KpoBKM [O/MKEH NPOBOAUTLCA MyTEM YMCTOV
BEHEMNyHKUMM C  MUHUMAsIbHbIM - BEHO3HBIM  3aCTOEM C
MCMOMb30BaHNEM WM He MeHee 21 kammbpa. Bce 0bpasubl ¢
reMosI3oM in vitro 0TBpackIBatoT.

(2) Vicnonb3yrot TO/NBKO NNacTuKoBble nnm
CU/IMKOHU3MPOBAHHbIE CTEKNAHHBIE NPOBUPKMA C LUTPATOM B
kauecTBe aHTMKoarynsHta (9 uactedl kposu: 1 uacTb
pacTeopa LuTparta HaTpus).

(3) Mocne  cbopa  KpoBM  OCTOPOXHO  MEpeMeLLnBatoT
coAepxuMoe npobupkn (-ok).

2. LeHtpudpyruposaHue

(1) LeHtpuchyrupytoT kposb npu 200 g B TeyeHne 10 MuUHYT npu
KOMHaTHOI# TemMnepatype.

(2) OctopoxHo nepeHocaT PRP  niacTMKOBOr MWUNETKON B
NIacTUKOBY0 NPO6UPKY, 3beras nysbipeid, nepeHoca Apyrnx
KNETOYHBIX KOMIMOHEHTOB.

(3) XpanaT PRP B 3aKpbiTOii Mpobupke MpyW  KOMHATHOV
TEMMeparype.

(4) LeHTpudpyrupytoT nepsryHyto npobupky elle pas npu 1500 g
B TeyeHne 15 MuHyT.

(5) MepeHocat nonyueHHyto PPP B nnacTUKOBYK NpoBupky W
XPaHAT ee Npu KOMHATHOI TeMnepaType 40 UCMO/b30BaHNS.

3. VI13mepeHus arperaumu TPOMOOLMTOB BbIMOHAKT B TeueHue 4
4acoB nocne 3abopa KpoBH.

MeToamka n3mepeHus

[laHHblii peareHT afanTupoBaH TOMbKO /19 aHaM3aTopoB Cepun

C1CMEKC C TOAKNIOYEHHO (hyHKLMEli arperaumn TpOMOOLUTOB.

1 Anxanuzatop po6asnset 20 mkn 0,9 % pactsopa NaCl k 140
MKT PPP, & MHTEHCMBHOCTb MPOLLEALIero cseta Ha AfvHe
BO/HbI 660 HM 3afaeTcs B kauecTBe 6a30B0i iHUM (100 %).

2. 20 mkn passefieHHoro AL® pobasnsor k 140 mkn PRP
(koHeuHast koHUeHTpauma AL®: 2 mkMonb/n) n usmepalT
M3MEHEHNE CBEeTOMponyckaHua npu 660 HM.  AnanusaTop
BbIYUC/IAET  MaKCUMaSbHY0  CTEMeHb  arperaym  u3
WHTEHCWBHOCTW MPOLLE/LLIero caeta.

YCNoBUSi TPAHCTIOPTUPOBAHUS U XPAHEHNS

[laHHOEe MeauLMHCKOE W3genve  TPaHCIOPTUPYIT B KPbITbIX
TPAHCMOPTHBIX  CPeAcTBax B COOTBETCTBAM C  MpaBu/iamu
MepeBo3KM TPy30B, AEMCTBYIOLMMU HA KaXZOM BUAE TpaHCnopTa,
Mpu TEMMEPATYpPe OKPYXatoLeii cpesbl.



[laHHoe  MeduuMHCKOE — W3fenme  CrefiyeT  XpaHuTb  Mpu
Temnepatype ot +2°C go +8°C [0 OKOHYaHWA Cpoka rOAHOCTH,
YKa3aHHOrO Ha JTUKETKE.

CpoK rofHOCTW HEBCKPLITOTO peareHTa coctasnser 30 MecAues
nocrie U3roToB/EHNS!

XpaHeHVIe M CPOK rogHOCTM Nnocsie nepBoro BCKPbITUA

TemnepaTtypa XpaHeHus CTabunbHoOCTb
Or 180 25 °C 24 vaca
Or2p08°C 28 pHeit
Or-25p0-15°C 2 Mecsua

PasBefeHHbIN ALl® MOXET BbITb 3aMOPOXEH AN NCMOMb30BaHMS
TO/IbKO OfIUH pas.

MeToamnKa KOHTPO/ISA

Kommepyeckiit KOHTPOSIb W KanbpaTop He BbIMyCKALOTCS.
PeKoMeHAyeTCA NpOBEPATb KAKAYH HOBYID NMapTUI0 peareHta C
CMo/b30BaHNeM 06pasLioB, COBPaHHbIX 13 30POBbIX JOHOPOB.

WHTepnpeTauna pesynbTaTtos

1 PesynbTaTbl  OLEHMBAIOT MyTEM  aHa/mM3a  KpuBOiA

arpernpoBaHus M % MakcumasibHoW  arperauum. Onu BymoyT

Bapb/poBaTb B 3aBUCUMOCTM OT Tunma npubopa, Kaxaas

nabopatopus [ioO/KHA ONpefennTb COBCTBEHHbIE HOPMasibHble

3HaYeHus.

2, PesynbTarbl CrieyeT MHTEpNPETUPOBAaTL B 3aBUCHMOCTY

OT K/IMHWUYECKOTO COCTOAHWS MauueHTa, KomnyecTsa TPOMOOLUTOB,

NOTEHLMANbHLIX BAMAHWIA NeKkapcTB, 06pasa XWU3HW, NUTaHUS U

npeaHaNTUYECKOro atana.

3.Maronornyeckue Kpueble JO/MKHbI ObITb MOATBEPXKAEHD
MOBTOPHLIM TECTUPOBAHUEM.

3KcnyaTaunoHHbIe XapakTepUCTUKA
Tabnuua 2. MpuMep MakcuMasbHON CTENeHW arperauum B HOpMe
v natonoruv (%)
Hopma T[latonorua 1 [Matonorusa 2
MakcumasibHas cTeneHb

arperaumm (%) 83,2 498 0
Matonorus 1 naumMeHT, MPUHAMAKOWMA  aHTWarperaHTHbIif
npenapar
Maronorus 2; naumeHT ¢ 601e3Hbt0 [NaH3MaHa

PucyHok 1 Mpumep HOPManbHOM 1 NaToM0rMYeckuX KoMBbIX
arperauym

[lnanazoHbl HOPMasTbHbIX GUOMOTNYECKMX 3HAUEHNI
[lnanasoHbl  HOpMaslbHbIX  GUOMOTMYECKAX 3HAYEHWIA  [OMKHbI
yCTaHaB/MBaTLCA KaXAON nabopatopneil B peasibHbIX YCNOBUSX
paboTbl.

OFpaHI/I'-IEHI/IFI METOANKN N3MEPEHNA
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lcnonb3oBaHne 3TOTO peareHTa MPOBEPANOCH HA aHanM3aTopax
cepun CUCMEKC C (OyHKUMEl M3MEPEHMS arperalun TpOMOOLMTOB.
HYPHEN BioMed He 6epeT Ha Ccebs OTBETCTBEHHOCTb 3a
pesynbTarbl aHanu3a, Mnosy4YeHHbIe C UCTIOMb30BAHMEM PeareHToB
HYPHEN BioMed Ha HeBanuAMpOBaHHbIX — aHanu3artopax,
noaTtomy, ecnn 6bin M3MEHeH Cnocob MCMO/b30BaHUS peareHTa,
nosib30BaTe/lb [O/MKEH MPOBEPUTb MpaBW/bHYI0 paboTy TecTa.
Jiunemunyeckne U remonn3npoBaHHble 06pasLbl MOTYT B/NATL Ha
arperauuo Tpom6oumToB. O6pasLbl C remMonM3oM 0TOPACHIBANOT.
He 0GHapyXeHO 3HAYMMOr0 B/IMAHWSA Ha Pe3yrbTarbl W3MEepeHus
Ha aHanmsatope CS ns KOHUeHTpaumum 6unnpybuHa fo 28 mr/gn
u TpUrNLepugos o 187 mr/an.
Ecnm konunyectso Tpom6oUMTOB MeHbLle 150 x 109/n wm 6osnblue
480 X 109/n, pe3ynbTarbl TECTA MOTYT BbITb UCKAXEHDI.
AHaNNTUYECKME XapaKTepPUCTUKN
O6paseL, C BbICOKAM YPOBHEM arperauym TpOMOOLMTOB - N/asma
PRP 310poBoro goHopa;
O6pasel, C HM3KMM YPOBHEM arperauum TPOMOGOUMTOB - niasma
PRP c aHT1arperaHTHbIM npernaparom.
1 YyscTBUTENLHOCTD
MeTogd: W3MepeHuWe CTeneHu arperauuu o6pasua C BbICOKUM U C
HU3KAM YPOBHEM arperauuu TPOMOOUMTOB, MO 3 pasa Kaxmoro,
pacyeT pasHOCTM MakCUMasbHOM cTeneHu arperauun (%) mexay
obpasuamu C BbICOKMM W C HU3KMM YPOBHEM arperauum
TPOMOOLTOB.
Pesynbrarsi:
- MaKcumasbHas CTeneHb arperauuu coctasnset 70 % unm 6onee
npu w3MepeHun o06pasta C BbICOKUM  YPOBHEM arperauuu
TPOMOOLNTOB;

pasHuLa  MaKCUMa/bHOW — CTeneHn — arperaumm — Mexay
W3MepeHHbIMM  pesy/bTatamu  obpasla C  BbICOKUM  YPOBHEM
arperauun  TpOMOGOUMTOB W C  HM3KAM YPOBHEM  arperauuu
TpomboumToB cocTasnseT 15 % wm bonee.
2. TouHoOCTb
MeToZ: n3MepeHue CTerneHn arperaumn obpasua C BbICOKUM U C
HW3KUM YPOBHEM arperaviuv TpoM6OLMTOB, N0 3 pasa Kaxgoro.
PesynbTarsi:
MakcuMasibHas CTeneHb arperauun coctasnset 70 % wnm Gonee
4ansa obpasia C BbICOKMM YPOBHEM arperauyu TpOMBOLWTOB W
Hwke 70% pfna obpasua € HU3KAM  YpOBHEM arperauuu
TPOMOOLMTOB.
3. Bocnpou3soaMMOCTb (HETOUHOCTb B NPesesax U3MepeHis)
MeToz: M3MepeHne CTeneHu arperauum obpasua C BbICOKAM W C
HM3KUM YPOBHEM arperauum TpoOMGOLMTOB, N0 5 pa3 Kaxaoro,
pacueT koahdmumenTa Bapuaym (CV,%) MakCMMasIbHON CTEneH
arperauuu (%).
PesynbTars!:
- koathcpuumeHT Bapuauun (CV,%) npu m3mepeHun obpasua C
BbICOK/M MOKa3aTefieM arperauim TpombouuTos coctasun 20% u
MeHee;
- KO3(h(hMLMEHT Bapuauum npu n3MepeHun o6pasua C HU3KAM
nokasarefiem arperauum TpombouuToB coctasin 30% 1 MeHee.

4. BocnpousBoauMocTb Mexzay cepusmin (Lot-to-lot)
MeTog: u3mepeHne o6pasua C BbICOKMM YPOBHEM arperaum
TPOMBOLMTOB Ha 3-X Cepusix peareHTa, Mo 5 pas Ha kaxgoii u3
TPeX Cepuii, ONpeaeneHne MakcuMasbHOM CTENEHN arperauun no
BceM 15 n3mepeHnsm n pacyet koaddnumenta sapuauum (CV,%)
MakCUMaJslbHOI cTenenm arperauim (%).
PesynbTars!:
- BOCMpOW3BOAMMblE  Pe3y/bTaTbl  MaKkCUManbHOA  CTeneHu
arperauim Ha Kexkgoil u3 Tpex cepuii peareHTa, KoaghdmumeHT
Bapuaumm (CV,%) npn u3MepeHuu obpasua C  BbICOKUM
nokasareniem arperauym TpomooLuToB coctasun 20% u MeHee
Tabnuua 3. Bocnpou3BoaMMOCTb (MOBTOPSIEMOCTb B Npefenax
n3mepenus). Mpumep 415 03HaKOMIEHUS



MakcumasibHas BHyTpu
CTeMneHb arperauum  3anycka

%) (CV.%)
Obpasel, C BbICOKMM YPOBHEM
arperauuu TpOM6OLMTOB 84,9 24
(HopMarbHBI 0bpaseL)
Obpasel, C HW3KMM  YPOBHEM 385 6.7

arperauuu TpoMooLUTOB
PacueT nokasateneneii nmpousBefeH N0 30  MOBTOPHbIM
U3MEpPEHUAM

lapaHTUK npousBoauTens

Mpou3soauTens rapaHTupyet, uro peareHT Revohem ADP
COOTBETCTBYET TPebOBaHUAM MPUMEHUMbIX HALMOHANBHBIX 1
MeXZyHapodHbIX CTaHfapToB. [lpoM3BOAUTENb HECET MOMHYI
OTBETCTBEHHOCTb 3@ PAb0TOCNOCOGHOCTL MEAWLIMHCKOTO W3e/Ng
TO/MbKO B TOM Cyyae, €CN OHO UCMOMb3yeTcA B COOTBETCTBUM C
VHCTPYKUMAMKM, & ero  XpaHeHue 1 TpaHCMOpTUPOBKa
OCYLLIECTB/IATCA B COOTBETCTBUM C YKa3aHHbLIMU YCMOBUAMU W
npasunamu.  [pou3sogutens  rapaHTMpyetr  6e30macHocTb
MeJULMHCKUX W3Ae/MiA, OTCYTCTBME HEAOMyCTUMOTO pucka As
3[,0pOBbS YErI0BEKA, a TalKe OKPYXALOLLE Cpefbl, eCN PeareHThbl
WCMO/b3YIOTCA B COOTBETCTBMM C HA3HAYEHWEM U YCIOBUAMY,
yKa3aHHbIMU NPOU3BOSVUTENEM.

PeareHTbl  [JO/MKHbI  WUCMOMb30BATLCA 0  OKOHYAHWA  CpoKa
rOLHOCTH, YKa3aHHOTO Ha YrnaKoBke.

Ora orpaHNyeHHas rapaHTus 3amMeHseT Ntobble gpyrie sBHbIE UK
HefBHble rapaHTUW, BKIOYAA NoOble  HEABHble  rapaHTum
NPUMEHUMOCTN 41151 KOMMEPYECKOTO  Win  /1l060r0  ipyroro
ncnonb3oBaHus. Mpon3BoguTeNb He HECeT OTBETCTBEHHOCTU 3a
nobble  cnyvaliHble,  KOCBEHHblE WM MpefHAMepeHHble
MaTtepuasibHble NoTepy.

OHOKPATHOCTb MPUMEHEHUS!
MenLMHCKOE M3feNne NpeaHasHaueHo TOMbKO 15 OLHOKPATHOTO
MPUMEHEHMS.

OunCTKa, Ae3VHEKLIMS, CTEPUNN3ALMS
N3nenve O[IHOKPATHOTO MpUMEHEHNS,
HECTEPU/bHBIMK, CTEPUIN3ALAN HE NOANEXNT.

nocraBnseTca

TpeGoBaHWs K OXpaHe OKpyXaiolleid cpefbl Npu NpUMeHeHN
MeAULMHCKOTO 13aenns

Mpy1 1CMONb30BAHMM COIMIACHO HA3HAYEHWMIO W MPU COBMIOAEHUN
Mep MPefOCTOPOXHOCTH, PEKOMEHAYEMbIX MPOM3BOAUTENEM,
PEeareHT He ABNSIETCS UCTOYHWKOM BbIAENEHNS BPEAHbIX BELLECTB,
3arPSISHSIOLLNX OKPYXAIOLLYIO CPEAY BbILLE YCTAHOB/EHHbIX HOPM.
Mpefynpexgaiite pacnpocTpaHeHue 1 CTOK MaTepuana, ecm aTo
BO3MOXHO, He [jonycKaiiTe nonagaHusi B CTOYHbIE BOfbI.

Mpouenypbl yTuan3aumm

YaaneHue 0TXOA0B AO/MKHO OCYLLECTBAATLCA B COOTBETCTBUW C
HalMOHa/bHBIMM ~ MpaBWnaMM W MO COMJACOBaHMI0  C
NpUPOAOOXPaHHLIMN BEJJOMCTBaMM. Knacc 0TX0fj0B
npucBavBaeTci B COOTBETCTBUM  C  HAUMOHASbHLIMU
HOpMAaTWBHbIMM  TPeBOBaHWAMU.  YTUAM3NpYIATE OnacHble W
BMonornyeck MHMWLMPOBaHHbIE MaTepuanbl B COOTBETCTBUM
TPe6OBaHMAMM  BALIETO  YYPEXAeHWs,  defepabHbiMU - 1
noKaNbHbIMKM  TpeboBaHuaMM. OcTaBlUMecs 06pasubl U OTX0dbl,
nony4aeMmble B XOAe Pas/MyHbIX 3TanoB 06paboTkn obpasua, a
TalKe BCE KOMMOHEHTbl MEAMUMHCKOTO V3AeNus, BXOAMBLLME B
KOHTaKT ¢ 61osormyeckuMu obpasuamu, cnegyet YTUn3MpoBar,
NCnonb3ys  e3nHUUMpyloLe  Cpeactea B COOTBETCTBUM
HaLuoHabHbIMKN - TpeboBaHMAMM K Ge3onacHoii  pabote ¢
MaToreHHbIMA  MUKPOOPraHu3Mamm " BO3GYAUTENAMN
napasuTapHblx 6one3Heil, U TpeGOBaHWAMM MO OGPALLEHMI0 C
MeguUMHCKMMM  OTXOfamu  (Ha  TeppuTopun  POCCUIACKOI
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Oeflepaummn - kak oTxofbl knacca b (anuaemnyecks onacHble) B
COOTBETCTBUM ¢ TpebdoBaHuamu CanluH 2.1.7.2790-10)
KapTOHHblE KOPOOKM YTUAN3MPYKOTCA Kak OTX0Abl knacca A,
NPOCPOYEHHbIE peareHTbl W MycTble (DrIaKkoHbl - Kak 0TXogbl
knacca G. YnakoBkv LO/KHbI 6bITb NOSHOCTHI) OMOPOXHEHI.
YHUUTOXEH/e  OCYLLECTBNAETCA  Hagnexawum  obpasom
JILIEH3NPOBAHHBIMI  OpraHn3aLyamMi Ha  CneumanusupoBaHHbIX
nnoLlasxax B COOTBETCTBUM c TpeboBaHUAMY,
NPeAyCMOTPEHHbIMI efepasibHbIMU 3aKOHaMi, 1 B COOTBETCTBUN
€ 06s3aTe/bHbIMM TPE60BaHNAMM 3KONMOTMYECKO 6E30MacHOCTH, C
CMOMb30BAHNEM  METOLOB,  COMMACOBAHHbIX € MECTHbIMY
OpraHamu, OTBETCTBEHHbIMM 38 CaHUTAPHO-3NWUAEMUOOTMYECKOe
Gnarornonyyue HaceneHus.
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061wecTBO ¢ OrpaHnieHHoin OTBETCTBEHHOCTLIO «Cucmekc PYCy»
(OO0 «Cucmekc PYC»)
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WHchopmauwma o npogykTe
PeareHT «PeBoxem ALld» (Revohem ADP)

PeareHT Revohem
ADP

MepeyeHb MNPUMEHUMBIX MEXAYHAPOAHbIX  HOPMATUBHBLIX
[LOKyMeHTOB/CTaHapToB

MeauumHckoe M3AeNMe COOTBETCTBYET TPEOOBaHNAM CIELYIOLNX
CTaHLAPTOB U AVPEKTMB:

[RcNs|xmii 0,625 M

CraHpgapt HaumeHoBaHuWe cTaHgapTa

SO 9001 Cucrembl MEeHeKMeHTa kauecTBa.
Tpe6osaHus

ISO 13485 W3penna MeAMLMHCKYE. Cucrembl
MeHepKMeHTa Kauectea. TpebGosaHus ans
Lieneil perynmpoBaHus

ISO 14971 V3genua  MeauumHCKue. MpumeHeHne
MEHe[KMEHTA  pucka K MEAULMHCKUM
u3nenmam

EN 13641 YCTpaHeHue WM CHWKEHWE  pucka

3apaXeHnd, CBA3aHHOro C na6opaTopr|M|/|



Crangapt

9 HosI6pA 2004 T,
npuka3 «NOR:
SOCT0412152 A»

EN 18113-1

EN 18113-2

EN 15223-1

EN 13612

EN 13640
EN 1SO 23640

EN ISO 17511

[Jvpektusa 98/79
CE

PernameHT (EC)
#1069/2009

EN 62366
PernameHT (EC)
REACH

Pernament (EC)
CLP: 1272/2008

HaumeHoBaHuWe cTaHfapTa
[VarHoCTUYeCK/MN peareHTamu
Macropt  6e3onacHocT
npoayKLmun

YacTb 1:CofiepxaHue - NopsifoK pasaenos v
nepegav

W3penns MeduumMHCKMe AMarHoCTMYeckue in
vitro. WHdopmaLms, noctasfisemMas
npou3BoAUTENEM (3TUKETUPOBAHME). YacTb
1 TepmwHbl, onpefeneHus U obLime
TpeboBaHus

W3penns MeduuMHCKMe AMarHoCTMyeckue in
vitro. VHdopmaLims, nocras/isiemas
npou3BoAUTeNemM (3TUKETUPOBAHME). YacTb
2. [lwarHocTuyeckne npodheccuoHasibHble
peakTuBbl in vitro

ycTpoiicTBa  MeauuuHCkue.  CUMBOSbI,
ucnosb3yemble Ha ApMbIKax MeLULUHCKUX
YCTPOCTB  MpW  MapkMpoBke W B
npegocTaBnseMoii nHgpopmaummn. Yacts 1
O6bLwume TpeboBaHus

JlabopatopHast OLEHKA  TEeXHUYeCKMX
XapaKTepucTMK MeaULMHCKNX YCTPOACTB
MeguupHCKkMe W3dennsa oas AUarHocTukW In
vitro. OLeHKka CTabubHOCTM peareHToB /s
[NarHoCTUKK in vitro

[lnarHocTuka  MeauUMHCKAX — U3aenuii

XVUMUYECKOIA

"

n

vitrto". 13mepeHue konnyectea B
Buonornueckux obpasLjax.
MeTponoruyeckas NPOC/IeXMBAEMOCTb

3HauyeHWid, MpuUCBaeMbIX kasmbpatopam W
KOHTPO/IbHBIM MaTepuanam

[Jupektusa 98/79/EC EBponeiickoro
napnameHta u Coseta ot 27.10.1998 o
MELNLIMHCKAX M3LenusxX 4 ANarHoCTUkM in
vitro

CaHuTapHble  HOpMbl B OTHOLLEHWM
NOBOYHBIX npozayKToB XMBOTHOIO
MPOMCXOXAEHNA W NPOM3BOAHBIX MPOAYKTOB,
He npefHasHaueHHbIX Ana  notpebieHns
Ye/I0BEKOM

MpOeKTUPOBaHNE MEAULMHCKAX M3LenniA ¢
YUETOM 3KCT/lyaTaLMoHHOA NpUrofHOCTY
Mpasuna perucTpauy, OLIEHKM,
paspelleHns W OrpaHWueHns  XUMUYECKNX
BellecTB (REACH)

Knaccudmkaums, MapkupoBka W ynakoBka
BELLECTB 11 CMeceit

Mpon3soguTens

Rajmcbposka CMMBOJI0B MapKuUpOBKM

v
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1

Vicnonb3oBsarts 4o

Kog naptum

MeauuuHckoe w3gemve pna in vitro
[MarHocTukm
Howmep B Katasiore

W3penve COOTBETCTBYET EBPOMENCKNM
cTaHaapTam
TemnepaTypHbIii AnanasoH
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MepeBof AMMNOr0 TEKCTa BbINONHEH NepeBogYMKoM KpannnHbim [leHncom AnekcaHapoBuyem

Poccuiickaa degep

"opog Mocksa.

LLlecToro viona Age TbicAYM ABaALAaTOro roga.

A, MNpokolueHkoBa EneHa EBreHbeBHa, HoTapuyc ropofa MOCKBbI, CBUAETE/ILCTBYH MOA/IMHHOCTb
nognucuy nepe.soguuka KpannuHa JeHuca AnekcaHgposuya.

1loannck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTbL NognucaBLLEro 4OKYMeH

3apermcTpmpoBaHo B peecTp'

B3bickaHo ro/r*apcrtee 100 py6. 00 kon.
YnnayeHo XK OKi3aHKi nueckoro xapaktepa; 300 py6. 00 kon.
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