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Instructions for use

LeucoScrecn Plus IVD

Inviiro diagnostic kit for the deicniiinalion ofpcroxidasc-positivc Icucocyies in
human semen (in the text below rcfcired to as LcucoScrcen Plus)

Ref doc: FP09 1111 ROl A.3_Rus Update: 04/02/2020

Forin vitro diognoslic use only mReagentforprofessional use only

INTENDED USE

Invitro diagnostic kit for the deienniiiation of peroxidase-positive leucocytes in
huinaii semen - LeucoScreen Plus is intended to be used for a scmi-ipiantilative
hisfochcmica! determination o f peroxidase-positive leucocytes in human semen.

INTRODUCTION

Most human ejaculates contain leucocytes and the predoininanl fonii o f leucocytes
iBhuman semen are peroxidase-positive granulocytes'Excessive presence of
these cells (leucocytospemiia) may indicate the existence of reproductive tract
mfection. Leucocytospennia may also be associated with defects in the semen
profile. This includes reductions in the volume o f the ejaculate, decreased s|)enn
concentration and sperm inotilit>", as well as lo,ss of sperm function as a result of
oxidative stress™* and/or secretion of cytotoxic cytokines". Although
leucocytospermia is not an absolute indication of infertility, this condition is
observed on average in 10 to 20% o fall infertile men*.

When a typical semen analysis is perfonned, it is very difficult to difTcrcntiale

: while blood cells from other types o fround cells in the semen sample (for example
spcrmatogenic precursor cells’). A relatively rapid and inexpensive method of
diflerentialing peroxidase positive white blood cells from other round cells in a
semen sample makes use of the intrinsic pcroxida.se activity of these cells’.
LcucoScrcen Plus is, just like LcucoScrcen, based on this technique and can
ihcrefore be used to stain the peroxidase positive while blood ccll.s in a human
semen sample.

According to the World Flcalth Organization, the presence o f more than one million
peroxidase positive while blood cells (WBC) per mi ejaculate is considered
abnormal and is labelled as “ Icucocytosjaennia- However, this threshold is under
debate, as some have found this value too low and others too high, indeed, threshold
levels from 0.2x 10" - 3xt0*" have been reported

When the threshold o f one million peroxida.se positive WBC per ml ejaculate is
exceeded, microbiologic tests should be perfonned to investigate if there is an
accessory gland infection. Assessment of accessory' gland markers can provide
additional useful information about the proper functioning of the epididymis
(EpiScreen Plus, FertiPro NV, Belgium), seminal vesicles (Fiuclosc Test - 96
Tests, FertiPro NV, Belgium) or prostate (Citric Acid Test-96 Tests, FerliPro NV,
Belgium). Importantly, the absence of leucocytes does not exclude the possibility
ofan accessory gland infection.

Clinical laboratory diagnostic

LeucoScreen Plus is intended to help in the diagnosis and trcatnieul of male
iiifertility.

ICAUOH ORUE

There arc no contraindications for use lor the LcucoScrcen Pius kit.

LcucoScreen Plusis an IVD for professional use only and is intended to be used in
healthcare institutions e.g. medical laboratories, specialized laboratories
performing fertilization techniques, including IVF, ICSI and spcnii preparation /
analysis. Tlie intended users ate IVF professionals (lab technicians, andrologists,
ciiibiy ologists or medical doctors).

Reagent 1: Ix6m| Substrate solution (contains 4CN, methanol)
Reagent 2: IxBOOpl Hydrogen peroxide (contains Hydrogen peroxide 30%)
Reagent 3; Ix22nil Buffer solution (contains PBS, ProClin 950)
Reagent 4: Ixl.2inl| Counter slain solution (contains PBS, Ponceau S
solution)
A certificate of analysis and
fwwxv.fertinro com).

the MSDS arc available on our website

NIATERIAW f INCLUDED IN THE KIT/BIIT NEEDED FOR WORM
.m ajm jem ci__ et s e et e eaeees i
Microscope slides, cover glasses, lest lubes (eppendorf), pipettes, bright field
microscope.

SASALESANALYZED
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1 SPECIMEN TYPE

The lest should be performed on fresh human semen samples containing more than
IX 10" round cells per ml.

2. PROCEDURE IOR OBTAINING ANALYZED BIOLOGICAL MAITRIAL

Semen collection by masturbation is preferred. Semen .sample should be ejaculated
into a clean, wide-mouthed container made ofglass or plastic, from a batch that has
been confirmed to be non-ioxic for spermatozoa”.

OF SAMPLES OF

3. CONDITIONS OF STORAGE ANALYZED

BIOLOGICAL MATERIAL

It is reconiraended to perform the test at the same day ofejaculation, provided that
samples are stored at [-S X .

4. SAMPLE COLLECTION, PROCESSING AND STORAGE

Semen collection .should occur after a minimum of2 days and a maximum of 7
days o f sexual abstinence by ma.stiirbation™. The test should be performed within |
day ofejaculation. Unlil testing is perfonned, the sample should be stored at2-8“C.

IPjqiPU: OFTHE.METHD

Peroxidase, present in the granules of certain leucocytes, oxidizes 4-chloro-I-
naphlol (4CN) to a bluish-purjslc 4-chloro-I-naphlon precipitate, utilizing H2 2as
the oxidant. Reagent 4 contains a counter stain solution to facilitate the
differentiation belw’ecn peroxidase-positive round cells and peroxidase-negative
round cells.

THE NUMBER OF SAMPLES ANALYSED L
Kit has been designed for ainaximuin of 120 analyses. Tiic working solution can
be used for 22 x 2 consecutive days o f analysis, with a maximum of60 analyses
pertest day and atotal maximum o f 120 analyses over all test days.

RERIX)RMANCE CHARACTERESTIrS

In an independent validation .study, 44 samples (containing > 1mill/inl round cells)
were analyzed by dilTcrent operators with LeucoScrecn and LeucoScreen Plus.
Performance characteristics:

1. Range ofthe determination concentration o f substance: no limitation on
the minimum or maximum concentration of peioxidase-positive round
cells that can be measured

2. Accuracy: Both kits provided conipaiablc results based on Passing
Babiok analysis.

3. Prccisioii: Both kits can distinguish between peroxidase-positive and -
negative round cells with comparable precision (LeucoScreen Plus'
CV.,,: 12%, CVi«c,: 10%)

4. Treshold value: a normal semen sample should not conlain more than
IxIO " peroxidase-positive white blood cells per ml

5. Diagnostic sensitivity: 88%. diagnostic specificity: 96%, when
compared to LeucoScrecn.

“ALYTICALCNAungrwWc3 ... ' "
!, Measurement range: no limitation on tiie minimum or maximum
concentration o f peroxidase-positive round cells that can be measured
2. Inira-assay CV < 15%(Repeatabilily)
3. Inlcr-assay CV < 15%i(Reproducibility)

Use o fgloves is advised. Reagent 1contains methanol: avoid inhalation o fvapors.
Reagent 2 contains H3:: corrosive, causes burns. After contact with skin wash
immediately with water and soap. Wear eye / face protection, medical gloves. All
semen samples should be considered potentially infectious. Handle all specimens
as if capable o ftransmitting HiV or hepatitis. Always use fresh pipette tips for each
step to avoid cross-contamination. Do not discard product into the environment.

Reagent 1 should contain a clear iluid, do not use the kit if the fluid has turned
yellow.

FCARRYLNG OU r THE ANALYSIS*

We lecoinmcnd to watch our demonstration video (download via link on our
website, or scan barcode):

J-Count the number of round cells whilst detenniniiig tlie sperm coiiccnlration
during routine semen analysis. Calculate and write doxw the total concentration
of round cells in mill/mL, as this will be needed for the calculation of the
concentration peroxidase-positive while blood cells.

2, When round cells conceniTation c4cccds IxIO~'per ml, the LeucoScreen Plus is

indicated.



3 Prepare working solution: Add 200 pi Reagent 1, 5 pi Reagent 2 and 1 ml

Reagentsto an Kppeiidorflube and mix thoroughly. This working solution is stable

ford8 hours when stored between 2-8°C. protected from (sun)light.

t Take 10 pi of the semen sample and add 20 pi of working solution. Mix
iliorouglily.

5lncubate for two minutes at room temperature in the dark.

{.Transfer 10 pi o f the mix to the middle of a microscope glass and add 10 pi of
Reagent 4. M ix thoroughly using the edge of the cover slip.

J.Cover with the cover slip

j Countand classify atotal of200 round cells using a magnification 0f400x. Scan
difierenl microscopic fields (preferably 20).

Hole: In some semen samples, you might prefer to enrich the round cell
concentration to facilitate cell counting. Therefore, centrifuge the sample for 15
minutes at 350g and resuspend the pellet.

Incase ofvery high concentration o f round cells, it is also possible to dilute the
ample in FeitiCult Flushing medium

INTERPRETATION'

+ Peivxiiiase positive round cells: contain (bluisli-)black granules and have an
anthracite-grey cytoplasm. Tins anthracite area can cover the complete celt or
only partofit.

+ Pewxidase negative round cells: remain unstained or can be pink-colored.
Granules seen in unstained cells are not surrounded by the typical anthracite-
grey color seen in positive cells.

CALCULATION OF TTIE CONCENTRATION OF PEROXIDASE-
POSITIVEWHITE BLOOD CELLS
+ Calculate the proportion o f|>eroxidase-positivc cells as follows.

PROPORTION POSITIVE ROUND CELLS =

Nuiiibci ol POSITIVE ?omd cells
[Numberof POSITIVE ioumlcdls + Ntimbct orNEGATIVE round cells)

Now, calculate the concentration o fpcroxidase-posilive while blood cells in
the semen sample as follows:

CONCENTRATION (mill/mL) =

Proportion positive round cells x total concentration o f round cells

Etamplc;
+ Total concentration o fround cells is2 mill/mL (detenuined during spenn
concenlratioH analysis)
« With the LeucoScrcen Plus test. 120 round ceils arc found positive and 80
round cells are found negative
+ Proportion positive round cells = '(]—21621?80} = 0,6

+ Concentration ofperoxidase-iwsilive white blood cells = 0,6 x 2 milt/inL =
1,2 mili/mL

EVALUATION OF RESLLTS

The results should be evaluated taking into account all clinical and laboratory
findings related to the spenn sample. According to the World Health Organization,
lilt presence of more than 1x10* peroxidase positive white blood cells per ml
ejaculate is considered abnonnal and is labelled as "leucocytospermia, values
Wow Ix10* peroxidase positive while blood cells per m| ejaculate should be
considered as normal.

CONDITIONS OF STORAGE, TRANSPORTATION AND OPERATIOK
Of THE DEVICE

Store reagents between 2"C-25®C. Suitable for transport or short-term storage at
elevaled temperatures (up to 5 days at 37®C). Do not freeze. Protect from (sun)
light. The kit is stable for at leasi 12 months after production dale (even after
opening), do not use after expiry dale mentioned on the product label. The bottles
must be kepi tightly closed at all times. The working solution can be stored up to
48hours at 2-8®C, protected from (sun) light.

Products that are stored with iioncompliance ofthe temperature limit, must not be
used.

[LLMITATIOBOET 1| METHOM ,

This test is an aid in the diagnosis of male infertility and, as for other biological
tests, interpretation of the results must be performed within the framevsxirk of
clinical findings and data of history taking. The LeucoScrcen Plus only stains
peroxidase-positive WBC, othertypes of WBC (e g. lymphocytes and inonoeytes)
arenot detected. On the other hand, it has been reported that the predominant furm
ofleucocyles in human semen samples are peroxidase-positive leucocytes.

DISPOSAL
Wicn a waste of Class /1 or B is formed during the use of the kit in the clinical
diagnostic laboratory, this waste should be classified and disposed in accordance
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with the requirements of SanPin 2.1.7.2790-10 "Sanitaiy -
requirements to the treatment o f medical waste”.

A kit's used, expired and unused reagents belong to class B and disposal should
occur in accordance with the requirements o f SanPin 2.1.7,2790-10.

The packaging o fthe reagents kit (box) after intended use belongs to class /1 waste
and should be disposed as household waste.

epidemiological

SAFEGUARDS OBLIGATIONS

The manufacturer guarantees that the products are in accordance with the
requirements declared by the manufacturer, if abide by the rules of use,
transj>ortalion and storage.

If there arc questions regarding Ihe quality o fa medical device, you must contact
the authorized representative on Russian Federation territory: 00O "FerroTrust",
Russia, Ekaterinburg, Karla Marks sir., d. 8 of. 411.

PACKING oA
LeucoScrcen Pius kits are packed in a cardboard box.

PRODUCTORDER CODES

REF

LEUCO_PLUS
Imarking

For ill vitro diagnostic use
C€ CE marking ofconfonnily
Catalogue number

Batch number

Consult instructions for use

as
cdl
N

Dale of manufacture
Manufacturer
Use-by date

Temperature limit

ir

Protect from sunlight
Symbol o favoluntary ceilification
Oxidising

Flammable

LLI

)]
4>
Corrosive

llannfulliiritant

Respiratory hazaid/serious health hazard

<I>

Acute toxicity
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KCprKU‘Mﬂ HO I'IpVIMeHEHl/HO PeareHT 4. 1x1,2mn  KoHTp-okpawwuBakwmii pactsop (COAEpPXUT

IVD thocthaTHo-conesoii 6ydep, pactsop MoHco S)
MpoTokon aHanusa u nacnopT 6e30NacHOCT NPeAcTaBNEeHbl Ha HalWeM UHTEePHCT-
caise (www.fertipro.comL

.eucoScreen Plus

i6op 45 AMATHOCTUKN in vitro Ans onpejeneHns ncpokcupasa-

0MI0XUTE/bHBIX NEAKOLMTOB B CNepMe Yesnoseka (ganee no Tecty -LeucoScreen
")

cbinka Ha 4okymeHT: FP09 1111 ROl A,3_Rus Update: 04/02/2020

'TKO ANA UCNONb30BaHW ANSA AW FHOCT UKK in vitro - PeareHTbl TONbKO aAna
NX(eCCUOHANBHOTO UCNONb30BaHMS

MATEPWA*YDbl, HE BKNWO YEHHbBIE B HABOP, HO HEOBXOANMBbI E
ONAPABOTH CU3AENNEXM

MpeAMeTHbie CTekna, NOKPOBHble cTekna, npobupku (dnneHgopd), nuneTky,
CBETNONO/bHBIA MUKPOCKON.

NIINNVN3HPYEMBIE OBPA3LbI
1CNONb3OBAIWENO MA3NNYENWIO

GODANS ANATHOCTUKM iN Vitro 4Ns 0NpeAeneHns nepokcuAasa-nonoXuTeNbHblX 1 TN OBPA3LA
<iikouutos B cnepme yenoseka - LeucoScreen Plus npejHasHaueH AN Tect gonKeH NPOBOAUTLCS HA CBEXMX 06pA3Lax CnepMbl YenoBeka, COAepXalLux
ONYKONMYECTBEHHOTO  rucroxumudeckol0  onpepenewns — NCPOKEUAA3A-  Gonee 1x10* KpyYrAbLIX KAEFOK HA MAT
ONOXMTENbHbLIX NEAKOLNTOB B CepMe YenoBeKa.

2.MPOLUEAYPA CBOPA AHANTN3NPYEMOTO BVWONOTNYECKOTO
18EAELWE MATEPWANA

OfblUAA YaCTb IAKYNATOB YenoBeka COAEPXUT NelikoynTbl, U NpeBanupytLei
lopmoii neikouuToB B o6pasuax cnepmbl YenoBeka ABAAKTCA Hepokcupasa-
I0NIOKUTENIbHBIE  TPAHYNOUUTLI""-* Upe3mepHOe MNpPUCYTCTBUE 3TUX KIETOK
aelikouutocnepMus) MOXeT yka3biBaTb Ha CylecTBOBaHUEe UH( EKL UM NONOBbIX
])teii. NeiikounTocnepmMunsa Takxe MoxeT 6bITb cBA3aHa C AedekTamu npoduns
:ncpmbl. CHoAa BXOANT yMeHbLeHre 06bema 3akynata, CHUKEHNe KoHLeHrpalum
:NepmMaTo3onA0B M MX NOABWUXHOCTM, a Takxe yTpata (YHKUMM Cnepmbl B
X3ynbTaTte oKcuMAaTWBHOrO ctpecca™* wu/Mnu cekpeuwum LUUTOTOKCUYECKUX
WOKNHOBN HecMoTps nato, 4To neiikouutTocnepMns He aBnseTcs abConTHLIM PeKOHCHAYErCA NPOBOAMTL TECT B AEHb 3AKYAALMN, NPU YCAOBUN, 4TO 06pasLbl
tokasarenem 6ecnnofns, 3To coctosaHue Habnwgaertca B cpefHem y 10-20% Bcex XPaHATCA Npyu Temnepatype 2-8°C.

wWEAWIOLHBIX MYXUYUH*,

MpeanouTuTenbHbIM ABnsetca cbop cnepmbl nytem mactypbauuu. O6bpasel
cnepmbl fONXEH GbiTh 3AKYNMPOBAH B YUCTYK €MKOCTb C WWMPOKUM TOPNbIWKOM,
W3rOTOBNEHHYI0 W3 CTekNa WAnW nnacrika, w3 nota, KOTOPbIA 6biN NOATBEPXKAEH
KaKk HETOKCUYHbI fNA cnepmMaTo3ongoB™.

3. ycnosuna XPAHEHNA AHANN3NPYEMBI X OBPA3LOB
BUONOTNYECKOTO MATEPUANA

. 4. CbOP,OBPABOTKA U XPAHEHWE OBPA3LOB
CM  BLINONHEHUM  CTAHAAPTHOTO  aHanusa  CNepMbl  KpaiHe — CNOXHO CGop cnepMbl JONXEH NPONCXOAUTbL HE paHee YeM Yepes 2 fiHA U He No3fHee yem
nddeperymrpoBatb 6enble KPOBAHbIE KNETKU OT NPOYUX TUNOB KPYI/bIX KNETOK 4epes 7 AHeil NON0BOTO BO3AEPKAHMA MyTeM MAcTyp6auuu® TecT JOIKeH GbiTh
I o6pasye cnepmbl (Haunpmmep, CI'IePMaTOI’eHHI:Ie KNeTKA-NPEAWECTBEHHUKA'), g\ inonuen 5 feHb cb6opa cnepmbl. o NpoBefeHNs ucnbliTaHuii o6pasey cnegyet
!)raocuTeano GbICTPBIA M Hepoporoii cnocob guddepeHymposath Nnepokcniasa- XpaHuTb Npu Temnepatype 2-8°C.
0N10XNUTENbHbIE GeNble KPOBAHbBIE KNETKM OT MPOUYMX KPYrAblX kKNeTok B o6pasue
NepMbl MCNOMb3YeT CTECTBEHHYI0O NEPOKCMAA3HYI0 aKTUBHOCTb 3TUX KNETOK'. MPUHL WM METO A /\

«ucoScreen Plus, kak u LeucoScreen, ocHoBaH na 3TOli TexHuWke W, o

NWBATENLHO, MOKET WCNOMGIOBATECA AN OKDAWBAHMA MEPOKCHAAZA- Mepokcupasa, npucyTcTBylOlWas B rpaHynax HeKOTOpbIX NeAKOLUTOB, OKUCNAET

A ANOXNTENbHBIX 6eNbIX KPOBAHBIX kNeTOK B 06pa3uax Yen0Be4yeCcKkon cnepmsl. 4-xnop-l-wagron (4CN) Ao cune-puonetosoro ocagka 4-xnop-1-Hachr0Mav,
ncnonb3ys H2 2 kak okucnnTenb. PeareHT 4, coaepxuT kolrrp-okpawusatowuis

pactsop  AnA obneryenns andheperynaunm MeXAy  Hepokcujasa-

[Jo saHHBIM BceMupHOit opraHu3auun 34paBoOXpaHeHUs Hanuuue Gonee yem
NOMOXMUTENbHBIMU W MCPOKCUAA3A-0TPULATENBHBIMU KPYTIbIMU KNEeTKami.

:[HOTO MUNINOHA NEPOKCUAA3a-N0NOXMTENbHbIX GENbIX KPOBAHBIX kneTok (B KK)
A MmN 3sKynsaTa  cuMTaeTcsl  aHOMasbHbIM u  o6o3Havaercs  kak
TeilkoyuTocnepMus»*. OfHaKo 3TOT NOPOr HAXOAWUTCS MOZA BONPOCOM, Tak Kak
«KOTOpPble CYMTAKT TaKoe 3HAYEHWEe CAMLWKOM HU3KUM, APYIMEe - CAULIKOM
bINKUM. B [eiCTBUTENbHOCTN WMEITCH faHHble O NOPOTOBbIX 3HAYEHMAX B
manasoHe 0T 0,2x10* go 2x10* *"*,

KONWYEC1BO AHANN3NPYEMbI X OBPA3LOB

Habop 6bin paspaboTtad gna 120 aHann3oB makcumym. Pabouunii pacTBop MoxeT
1CNonb30BaThCA ANA 22 X 2 NoCNef0BaTeNbHbIX AHEN aHanusa 4na makcumyma 60
aHann30B 3a0WH JeHb TECTOB N 06W MM KONNYECTBOM aHann30B 3a BCe JHN TeCTOB
paBHbiM 120.

N TOPOTOBOE 3HaYeHMe B MUANOH nepokcnaasa-nonoxnTensHbolx 6 KK Ha mn
aKynata npeBbllleH, JOMXHbl 6biTb NPOBEAEHbI MUKPOGUONOTUYECKME TECTbI C

jiibKi BblfBNeHNs UMHMeKkynii npupatouyHbix xenes. OueHka Mapkepos
:?W[aToYHON XKenesbl MOXeT faTb [OMNOMAHUTENbHbIe MOMe3Hble faHHble 0
bTXHOW pa6oTe anuanaumuca (EpiScreen Plus, FertiPro N.V. (¢cpTtullpo H.B),
*e/brns), CEMEHHbIX ny3bipbkoB (Fructose Test - 96 Tests, FertiPro N.V,
“eptulpo H.B), Benbrua) unu npoctatbl (Citric Acid Test- 96 Tests, FertiPro
hV, (®eptulpo H.B), benbrus), BaxHo 0OTMeTUTb, 4TO OTCYTCTBNUE NEHKOLUTOB
<UCKNK0YaeT BOSMOXHOCTU NHM €KUM MPNAATOUHOI Xenesbl.

XAPAKTEPUCTUKUN 9O PEKTUBUNOCTMU

B HesaBMCMMOM BanMAaLMOHHOM MCCAeAOBaHUM pasHbIMW nabopaHTamin 6biau
npoaHannsnposaHbl 44 obpasya (cogepxawnx > 1 MUAANOHA KPYTNbIX KNETOK Ha
mMn) ¢ ucnonb3oBaHuem LeucoScreen n LeucoScreen Plus.

Paboune xapaktepucTunku:

1 [nana3oH onpefeneHnss KOHUEHTPLWWN BewecTBa; OrpaHMyeHmnit no
MWHUMANbHOW WAW MakKCUManbHO KOHLEHTpauusM nepokcupgasa-
MONOXNTENbHbBIX KPYIAbIX KNeTOK, KOTOpble MOTYyT 6GbiTb M3MEPEHbI,
HeT

2. TouHocrb: O6a Habopa fanu cpaBHUMble pesynbTaTbl MO aHannsy
MaccuHra-babnoka,

3. MpeyunsnoHHocts: O6a Habopa MorytT pguddepeHunposatb
ncpokcufasa-nonoxuTebHble U -0TpULaTeNbHble KPYrable KneTkn co
CpaBHUMON cTeneHblo poctoBepHocTu (LeucoScreen Plus; CYwrT;
12%;C V ": 10%)

4. MoporoBoe 3HauyeHWe: HopManbHbIi o6Gpasel cnepMbl He AOMXeH
cofepxatb 6onee 1x10* nepokcupasa-nonoXnTenbHblX NEAKOLNTOB
Imn.

5. [lnarnocTuyeckas uYyBcTuMHTenbilocTb: 88%, Anarnoctuyeckau
cneundnyHocTe: 96%, HOo cpaBHeHuto ¢ LeucoScreen.

OBNACTBMPUMEHEHNA
H/INHAYeCKas na60paTopHaﬂ ANarHocTuka

IOKASAHHA K NTPUMEHELW 110
nicoScreen Plus npefHasHayeH 4N NOMOLWMW B AUATHOCTUPOBAHUM W NeYEHUM
JKCKOro 6ecnnogus.

TOTHBOMNOKA3ANNA K HPUMEWEWNO
KYNBOMOKALIHWA K MpuMeHeHunio Habopa LeucoScreen Plus HeT.

LL, 110/TAFAEMbIV NMOJIb3OB\TE/Tb
jicoScreen Plus - aTo Habop gns guarHocTukn in vnrvo NCKNIOYUTENBHO ANS A LA TUTUYECKUE XAPAKTEPUCTUKM
3UhCCCMOHANbHOTO MCNONb30Ba)MA, npefHa3HaYeHHbli 4NA MCNONb30BaHWA
HPEXACHUAMM 3[paBOOXPaHEeHMA, Hanp., MefULUHCKAMU nabopaTopusmu,
.NeLHaNH3NPOBaHHBIMH Na6opaTopuaMmu, NPUMEHA LW UMY Pa3NUYHbIE TEXHUKN

1. [lnana3oH  uM3MepeHuii:  orpaHuueHuWid N0 MUHUMANbLHOA  uUn
MaKCUManbHOM KOHLEHTpPaLUAM NepoKkCnAasa-nonoXnNTenbHbIX KPYTablX
KNeTOK, KOTOpble MOTYT 6bITh U3MEPEHbI, HET

nogoteopenHus, Bkmwvas 3IKO, MKCW un nopgrotoBky / aHanns cnepmbl, 5 BHYTDWAHANMTIHYECKI Kooth ALMEHT BapHaLAN <15%
{Rgnonar'acMbic nonb3osatenn - 3To npodeccuonansl B o6nactu BPT ' (ﬂglafopHEMOCTb) 4 puay
abopaTtopHble TeXHWKW, aHAPONOrK, AMOPUONOTN UK BpaYM). 3 MexaHanuTnuecKii KOSt B HUHEHT BapHaynM <15%
4\TEP1W1bI,BXO4SUWE B COCTAB HABEOPA (Bocnpoussoanmocts)
PeareHt 1. 1x6mn PacTsop cy6ctpata (cogepxut 4CN, metaHon) MEPHL MPELOCTOPOXHOCTHU
Pearent 2: 1x300mkn Mepekuce BopopoAa (copepxut 30% nepekncb  peyomengyetcss WCNONb30BAHME MepyaTok. PeareHT 1 COAEPKAT METaHON:
BOAOPOAR) ) _ n3beraiiTe BabIxaHnA napos. PeareHT 2 cofepkuTn202 KOPPO3NOHHOE BEL|ECTBO,
PearenT 3: 1x22mn BydrepHuiit pacTBop (COAEPXUT hochaTHO-CONEBON gy 3piaeT oxoru. MOCNE KOHTAKTA C KOXEHl HEMEANEHHO NPOMONTE 3TOT yuacTok
Gycep, ProCin 950) BOJOI M Mbl/IOM. HajieBaliTe 3al{UTHbIE 0UKN | MACKy, MEAULMHCKNE NepyaTku. Bce

06pasybl CNepMbl CYNTAKTCA NOTEHLWANbHO 3apasHbiMu. Co BCcemu obpas:
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nyet obpawaTbcsa Tak, kak ecnn Gbl Yepe3 HUX MOXeT MepegaBarbcs BUY unu Hepokcnpasa - MONOXUTENbHBIX NENKOLUNTOB Ha M 3AKynata cyntaercs

iSTHT-  Bcerga  MCMOAbayliTe  CBEXME  HAKOHEUHMKM  nuneTok AN HEHOPMasIbHbIM ¥ 0TMeYaeTCs Kak «NefikoynToCnepMus», 3HaueHus Huxe 1x10%
KAOTBpalleHNa NepekpecTHOl koHTamuHauuu. He BeiGpachiBaiite Npoaykr B HEpOKCMAA3a - MONOXUTENbHLIX NeAiKOLUUTOB Ha MN 3AKYNATA CNeAyeT cunTans
dhyxaiowywo cpesy- HOPMasbHbIM.

POBKPKA MEPEAHAYANOM NCNONBb3OBAHKNA

" YCNOBUA XPAHEHWA, TPAHCNOPTUPOBKN NWNCNONb3OBAHUA
areHT 1 4oMXeH CofepxaTb MPO3payHyl XUAKOCTb, He UCNONb3YyiiTe Habop,

WXUAKOCTb CTana XenToif. N3AE.LWSA

XpaHure peareHTol npu temnepatype 2°C-25®C. Bo3mMoXHa TpaHCNOPTPOBKa
POBUOEHWE AHANW3A WAW KPATKOCPOUYHOE XpaHeHWe Npu NOBbIWEHHO! Temnepanype (40 5 fHel npu
(blpekoMeHayeM NOCMOTPeTb Hale AeMOHCTpaLMOHHOe BUAeo (ckavaiiTe no 37°C), He nopgsepraiite 3aMopo3ke. XpaHuTe B 3allMU@HHOM OT (CONHEYHOTO)
TbUKe C HaLlero NHTepHeT-cailTa nau npockaHnpyiite QR-kop); csera Mecte. Ha6op crabuneH B TeyeHue He MeHee 12 MmecsueB C [arThl

NpOM3BOACTBA (faxe NOCne BCKPLITUA). He UCNoNb3yiiTe NoC/ie UcTeYeHns cpoka
TOAHOCTN, yKa3aHHOrO Ha aTukeTke. Bcerga Aepxute (AakoHbl NAOTHO
MocunTaiiTe KoAMYecTeo KPYrAbIX KNeTOK MpWU ONpefeneHuu KOHUEHTpauuu  3aKpbin'biMu. PaGouuii pacrBop MOXHO XpaHuTb A0 48 uvacoB npu 2-8°C 8
lepMaro3ongos B TeYeHMe CTAHAAPTHOTO aHanu3a CnepMmbl. PaccuuTaiite M 3aWWWEHMOM OT (CONHEYHOrO) CBETA MECTE.
WnwWmTe 06U YI0 KOHLEHTPALMIO KDYTbIX KNETOK B MUNANOHAX HA MUAANANTD,  W34eNns, XpaHUBLMECA C HapyWeHUeM TeMNepanypHoro pexuma, npuMeHeHuio
K Kak 3TO0 noHagobuTca ANA  pacyeTa KOHUeHTpauwwm [lepokcupasa- He nojnexar.
0NOXUTENbHBIX 6€NbIX KPOBAHbBIX KNETOK.
LeucoScreen Plus nokasaH, eciiu KOHLEHTpPaLUA Kpyrnelx knetok npesbiwaer OFPAHWUYEHUSA METO A

MO* Ha mn. DlaHHbl it TecTt aBnaeTCs BCMOMOTaTeNbHbIM NHCHYMEHTOM npu
MoaroTosbTe pabouuii pacteop: flo6asbTe Pearenta 1- 200 Mkn. PeareHTa2 - nuarHocrupoBaHMM MYXCKOTo GeCUNOAMA, WM, kak W B Cnyyae ¢ Apyrumu
MK1 n PeareHTa 3 -1 mn B npobupky dnneHaopd v TwartenbHo nepemelaiite. 6UONOTUYECKUMY Tectamu. MHTepnpenayns pe3ynbTaToB LONXHA
»or pabounii pacTBop cTabuien B TeyeHue 48 4acos, eCNM XPaHUTb €r0 MPU  ocywecTBNANBCA B paMKkax KAMHMYECKON KapTUHbI W AaHHbIX c6opa aHamHesa.
{unepatype 2-8°C B 3aw ML EHHOM OT (CONIHEUHOIO) CBETA MECTe. LeucoScreen Plus okpawuBaeT TO/AbkO nepokchgasa-nonoxutenvHoie BKK,
Bosbmute 10 Mkn oGpasua cnepMbl U Jo6abTe 20 MKkn paGoyero pacTBopa,  npoune Tunbl KK (nanp., MM oOLMTLHl U MOHOLNTHI) UM He 06HapyxuBawTca. C
muiaTeNkHo nepemellaiTe. APYroii CTOPOHbI, WMeTCA faHHble O TOM, 4YTO npeBanupywweir dopmoit
mBbifepxkuBaiiTe B TeueHue [ABYX MUHYT Mpu KOMHATHOW Temnepatype B  nejikountos B o06pasuax cnepMbl  YenoBeka SBNAKTCA  Nepokcaasa-
THHOre. NONOXNUTENbHbIE NeRKOLNTHI.

MomecTute 10 MK cMmecu B CepeAuHy NpPeAMETHOT0 cTekna MUKpockona w

toGageTe 10 Mkn Pearedta 4. TujatenbHo nepemewaiite kpaem MOKPOBHOTO  yTUNU3ALNS
TeKna.

Hakpoiite NOKPOBHbLIM CTEK/IOM.

'Mogcuntaiite u knaccuuumpyinTe Kpyrnble kneTkn obwnum konunyectsom 200
nyk npu 400-kpaTHOM yBenuuyeHun. MpockaHUpyiATe pasnuyHbie Nons 3peHus
iHKpocKona (xenatenbHo 20).

‘bumeuaHue: B cnyyae HeKOTOpPbIX 06pa3L 0B CAepMbl Bbl, BO3MOXHO, NocynutaeTte
JDKHBIM YBENINYUTL KOHLEeTpaLuio KpYrnbix kKNeTok Ana obneryeHna noacuera.
-l 3T0r0 npouyeHTpudyrupyiite obpasey B TeueHne 15 MuUHYT npu 3509 u
?eycneHaupyiite ocagok.

)Cnyyae O4YeHb BbICOKOW KOHLUEHTpauWu KPYriblX KNEeTok Takke BO3MOXHO
A3BecTn o6pasey B cpege FertiCull Flushing.

Mpu wucnonb3oBaHWu Habopa B KAWHUKO-AuarHoctuyeckoit naGoparopum
obpasytoTca oTxoAbl knaccoB A v b, koTopble KnaccuduuupynTtcs u
yTUnu3npywTca B cooTBercteun ¢ TpeboBaHuamu CanMuH 2.1.7.2790-10
"CaHurapuo - anngemuonornyeckne Tpe6osaHns k 06paLeHinto ¢ MegNLUHCKUMN
oTxogamu”.

Mocne ncnonb3oBaHnsa Habopa, NPOCPOYEHHbIE U HENCUONb30BAHHbBIE PeareHThbl
OTHOCATCA K knaccy b u yTuuu3uMpywTCH B COOTBETCTBUW C TpeboBaHMAMY
CaHlMunH 2.1.7.2790-10.

Ynakoska Habopa peareHToB (KOpobKM) nocne Mcnonb30BaHUA N0 HasnavyeHuio,
OTHOCUTCA K OTXO4aM knaccaA v yTUAU3UpyeTCA BMecTe C ObITOBbIMU OTXO4aMMU.

lrapaHTHUMB e 06A3aTéNbCrBaA
* MepoKCUAa3a-NnoNoOXNTeNbHbIe KPYrable KNeTKu: COAepXar (CUHe-)YCpHble  M3roToBMTENb rapaHTUpyeT, 4TO MNPOAYKUMS COOTBETCTBYyeT Tpe6oBaHUsM,
rpaHynbl, U MX UNTONNa3Ma aHTpayuToBo-cepas. AHTpaunToBo-cepasn 061acTb  3asBNEHHbIM M3TOTOBUTENEM, NPU YCAOBMN COBI0AEHNA NPABUN UCNONL30BAHNS,
MOXET NOKPbIBATL BCIO KNETKY UK ee YacTb. TPAHCNOPTMPOBKM W Xparlenus.
Mepokcupasa-oTpuuaTeNbuble KPYTble KNeTKU: 0CTAOTCA HEOKpalWeHHbIMU  TpU BO3HWUKHOBEHWUW BOMPOCOB MO KAyeCTBY MeAULUHCKOrO W3fenus cnegyet
nan MoryT 6biTb OKpaleHbl B PO30BbIA. [paHynbl, KoTopble BWAHBI B o6paujatlcs Kk ynoNHOMOYEHHOMY NpeACTaBlW N0 Ha TeppuTopuu Poccuiickoil
HeOKpalleHHbIX KneTkax, He OKPYXeHbl TUMUYHbIM aHTpauuToBO-cepbiM  degepauun: 000 «dcppoTpact», Poccus, Ekatepunbypr, yn. Kapna Mapkca, a.
* LiBETOM, Ha6M0aeMbiM B MOMOXNUTEAbHbIX KNeTKax. 8o .4M.

'ACHET KOHUEHTPAUWW MNEPOKCUAOA3A-HONOXMUTODbHDBIX
/eNbIX KPOBAHB X KNeTo K

YNAKOBKA L A
Habopbl LeucoScreen Plus ynakoBaHbl B kKapTOHHbIe KOPOOKN.

Paccyutaiite nponopuyunio nepokcmnpasa-noNoOXNTENbHbIX KneTok no
cnepylowei hopmyne: KOAbl 3AKASANMPOAYKL WK

MPONOPLUUA MONOXUTENbHbIX KPYFIbIX KNETOK = REF LEUCO PLUS

Konunuectso MOMOXUTE/bHBIX Kpyr/bix KneTok
(Kon-Bo MOJIOXUTENbHBIX kpyrabix knetok - Kon-so OTPULATE/IbHbIX Kpyrabix KneTok) MAPKWNPOBKA

. [na guarHocTukm in vitro
Tenepb paccyntaiiTe KOHLEHTPALWI0O NEPOKCUAA3a-HONOXNTENbHBIX

GenbiX KPOBSAHBIX KNeTOK B 06pasLe cnepmbl No cneaywuwei gopmyne: C:€ MapknpoBka cooTBercTeua Hopmam EC
KOHLUEHTPALMS (man/mn) = IFEpl  Homep no karanory
MponopLus NONOXNTENbHBIX KPYT/bIX KNETOK X 06las KOHLeHTpauns Ko naptuu

KpYrabiX KNeTok

O6GpaTuTech K MHCTPYKL MU MO NPUMEHEHUI

Mpumep:
[laTa nsrotoBneHus
O6wan KOHLEeHTpaLKUA KPYrAblX KNeToK - 2 MAH/MA (onpefeneHa B xofe cro
aHann3a Ha KoOHLeHTpayn cnepmMaTo3onjos .
4 pau P A0B) iJ N3rotoButens
Mpn nomowmn Habopa LeucoScreen Plus 120 kpyrabix kneTok
NAEHTM(UUNPOBAHbI Kak NON0XNTeNbHbIe 1 80 - Kak oTpuLaTenbHble Mcnonb3oBath 40...
Mponopuuns NONOKUTENbHBIX KPYTNbIX KNETOK = * .- 0,6 .
(120+80) A TemnepaTypHbiii fUanasoH
* KoHUueHTpauna nepokcnaasa-nonoXnTenbHbiX 6enbiX KPOBAHbLIX KNETOK =
0,6 X2 MmAH/MN = 1,2 MAHIMA. <4

He gonyckaTb BO34eCTBUSA CONTHEYHOTO CBETA
OUEHKA PE3Y/IbTATOB

Pesynbtathl  [JOMXHbI  OLEHMBATBCA C YYeTOM BCEX KNUHUYECKUX U
nabopaTopHbIX [aHHblX, CBA3aHHbIX C o06pa3yom cnepmbl. M0 JaHHbIM @ CumBon 006POBONLHOA CepTUd UKaLum B PO
BcemMupHoit  opraHusaunu  34paBoOOXpaHeHus, Hanuuyne  Gonee  1x10°
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Okucnutenb

NlerkoBoCNNaMeHAI0 W ancs XNAKOCTb

Eakoe BewecTso

OnacHoe/pasgpaxalolyee BewecTso

OnacHoCTb AN OPraHoB AbixaHus/cepbesHasn
yrpo3a 330poBbio

OcTpast TOKCMYHOCTb
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Jiitken P.Ax., Yact K.M. (1990) AHanu3 cOOTHOWEHUA MexAy NpoAyKuuen
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Bapp3tr K.1.P., bontoH A.3., Kyk W.A4. (1990) OyHKLMOHaNbHAA 3HAYUMOCTb
GenbiX KPOBSAHbIX TENEL B MYXCKUX W XEHCKUX MONOBLIX NyTAX. Penpoaykuus
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KNeToK» B aHanu3e cnepmbl; CpaBHUTENbHOE UcCnefoBaHue. HOBOCTM
penpoaykuun yenoseka, 6(4):404-12.

Bondd X. (1995). Buonoruyeckas 3HayumocTb 6enbix KpPOBAHbIX Teney B
crnepme. PepTUALHOCTL U CTEPUNLHOCTL. 631143,

Wapma P.K., Mackyanotro A.3., Henscon fA.P., Tomac A.[lx., Arapsan A.
(2001). CooTaow eHne Mexay KonuyecTBOM GenbiX KPOBAHbIX Tenel B cnepme n
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N3rroroBunrenb

FertiPro N.V. (depTulpo H.B.), UHaycTpuenapk Hopg 32,
8730 bupHcm, benbrua.

Be6: http://www ,fertipro.com

3n. noyta: info@ fertipro.com

>710paOMOMBL bl MPLUer ABUTE/Ib 8 POCCUM
000 «®eppoTpact», yn. Kapna Mapkca, 4. 8

otuc 411, 620026, ExkaTtepunbypr,

Poccus, ten.: 8(343) 269-40-45,261-60-29,

an.noyta: ftrust96@ mail.ni ee

MepesoA c aHTNMIACKOTO A3bIKE  wapycekuit A3bIK BBIMONHEH MHOM, NepeBo4YMKOM EpMaKoBoii Hagex 0l AneKceeBHOH. M AEHT MUHOCT b

nepesoda NnoATBEPXK 4al0.

Moanuce nepes<
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‘oypr
Poccuiickas degepauus

Fopog EkaTepuHbypr CBepaoBCKOI 06/1aCTy
[Baguatoro mapTa ABe TbiCSUM 4BajLaTOro roga

A, ®ummnnosa Onbra BnagumupoBHa, HoTapuyc ropoga EkatepuHbypra , ceugetenp” /
NOA/MHHOCTb NOANMCY NepeBogUnka EpmakoBoli Hagexabl ANeKCeeBHb!.
Mognwuck caenaHa B MOEM NPUCYTCTBUM.

JIM4yHOCTL NoANMcaBLLero JOKYMEHT YCTaHOB/IEHaA.

3aperucTpupoBaHo B peecTpe: Ne 66/201-H/66-2020-8-574.
B3bICKaHO rocyapcTBeHHOM NOLLNWHBI (No Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHue yCayr NpaBoBOro M TEXHUYECKOro xXapakTepa: 540 py6. O /

O.B. dununnosa

Nnyensnsa NI309 «.'J06 1 [NaBHbIM ynpaBneHnem
denepanbHoii e J1 cnyx6bl no CBepAanoBCKoi
o6nactin agpe KOHTOpbI: T. ExaTepunbypr, yn. 8
MaprTa, 5. 7 *725,371-89-72

MpowwuTto BKonnyectee ~  JINCTOB

« N» JLC*p-mCj 20" roga

OupekTop HanpasneHusa "KnnHnyeckne uccnenosaHus
000 «MHBUTPO»

A 3. HoBukoBa
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Instruction for use of the medical device:

In vitro diagnostic kit for the determination

of peroxidase-positive leucocytes in human
semen - LeucoScreen Plus.
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Instructions for use

LeucoScreeii Plus A\

Invitro diagnostic kit for the determinalion o f peroxidase-positive Iciicocyies in
human semen (in the text below referred to as LeucoScrccn Plus)

Ref doc: FP09 111! ROl A.3_Rus Update; 04/02/2020

Forin viiro diagnostic use only mReagentfo r professional use only

INTENDED USE

In vitro diagnostic kit for the deiemiination of peroxidase-positive leucoc>'tes in
human semen - LeucoSereen Plus is intended to be used for a semi-giiantiiativc
histochcmical determination o f peroxidase-positive leucocytes in human semen.

JNTRODICTION
Most human ejaculates contain leucocytes and the predominant form o f leucocytes
inhuman semen are peroxidase-positive granulocytes'-"" L Excessive presence of
these cells (leucocytospermia) may indicate the existence of reproductive tract
infection. Leucocytospennia may also be associated with defects in the semen
profile. This includes reductions in the volume o f the ejaculate, decreased sperm
concentration and sperm motility, as well as loss of sperm function as a result of
oxidative stress®' and/or secretion of cytotoxic cytokines®. Although
leucocytospermia is not an absolute indication of infertility, this condition is
observed on average in 10to 20% o f all infertile men*.

When a typical semen analysis is performed, it is very diiTiculi to diffcrculiate
white blood cells from other types o fround cells in the semen sample (for example
spermatogenic precursor cells’). A relatively rapid and inexpensive method of
difierenfialing peroxidase positive white blood cells from other round cells in a
semen sample makes use of the intrinsic peroxidase activity of these cells’.
LeucoSereen Plus is, just like LeucoSereen, based on this technique and can
therefore be used to stain the peroxidase positive white blood cells in a human
. semen sample.

According to the World Health Organization, the presence o f more than one million
peroxidase positive white blood cells (WBC) per ml ejaculate is considered
abivirmal and is labelled as “Icucocytosi>ermia”* However, this threshold is under
debate, as some have found this value too low and others loo high. Indeed, threshold
levels from 0.2x10°-2x10” have been reported

When the threshold o f one million peroxidase positive WBC [Kr m| ejaculate is
exceeded, microbiologic tests should be perfonned (o investigate if there is an
accessory gland infection. Assessment of acccssoiy' gland markers can provide
additional useful information about the proper functioning of the epididymis
(EpiScreen Plus, FeiliPro NV, Belgium), seminal vesicles (Fmclose Test - 96
Tests, FertiPro NV, Belgium) or pro.state (Citric Acid Test-9 6 Tests, FerliPro NV,
Belgium). Importantly, the absence o f leucocytes does not exclude the possibility
ofan acccssoiy gland infection.

fieldof LU T AT LW
Clinical laboratory diagnostic

LeucoSereen Plus is intended to help in the diagnosis and treatment of male
iiifertilily.

Tlierc are no contraindications for use lor the LeucoScrccn Plus Kit.

LeucoScrcen Plus is an IVD for professional use only and is intended to be used in
healthcare institutions c.g. medical laboratories, specialized laboratories
performing fertilization techniques, including IVF, ICSI and sperm preparation /
analysis. Tlie intended users are iVF professionals (lab technicians, andrologists,
embryologists or medical doctors).

JATR"RNAUDEAVEHTHEK A AN
Reagent | ; Ix6m| Substrate solution (contains 4CN, methanol)
Reagent 2; 1x300ul Hydrogen peroxide (contains Hydrogen peroxide 30%)
Reagent 3: Ix22m| Buffer solution (contains PB.S, ProClin 950)
Reagent4: 1x1.2ml Counter .stain soUilion (contains PBS, Ponceau S
soliilion)
Nl certificate of analysis and
Iwww.fcrlipro com|.

tie MSDS arc available on our website

MATERIALSW f INCtoED IN THE KIT, BUT NEEDED FORWORK

Microscope slides, cover glasses, lest lubes (eppendorf), pipettes, bright field
micro-scope.

fSAMPLES ANALYZED
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1  SPHCIMKNTYPE

The test should be performed on fresh human semen samples containing more than
1x10™ round cells per ml.

2. PROCEDURIirOR OBTAINING ANALYZED BIOLOGICAL MATERIAL

Semen collection by masturbation is preferred. Semen sample should be ejaculated
into aclean, wide-mouthed container made of glass or plastic, from a batch that has
been confimied to be non-toxic for spermatozoa’.

3. CONDITIONS OP STORAGE
BIOLOGICAL MATERIAL

OP ANALYZED SAMPLES OF

1 is recommended to perform the lest at the same day o fejaculation, provided that
samples are stored at 2-8®C.

4. SAMPLE COLLECTION, PROCESSING AND STORAGE

Semen collection should occur aller a minimum of 2 days and a maximum of 7
days o fsexual abstinence by masturbation'. The te,st should be performed within 1
day ofejaculation. Until testing is performed, the sample should be stored at 2-8°C.

PRINCIPLE OF THE METHOD

Peroxidase, present in the granules of certain leucocytes, oxidizes 4-chloro-I-
naphtol (4CN)to a btuish-pur]>le 4-chloro-I-iiapliton precipitate, utilizing HjOj as
the oxidant. Reagent 4 contains a counter slain solution to facilitate the
differentiation between pcroxidasc-jKisitive round ceils and peroxidase-negative
round cells.

Kit lias been designed for a inaximum of 120 analyses. The working solution can
be used for 22 x 2 consecutive days o f analysis, with a maximum of 60 analyses
pertestday and atotal maximum of 120 analyses over all test days.

PERFORMANCE n

In an independent validation study, 44 samples (containing > 1 mill/mIround cells)
were analyzed by different operators with LeucoSereen and LeucoScrccn Plus,
Performance characteristics:

1. Rangeofthe delenninalion concentration o fsubstance: no limitation on
the minimum or maximum concentration of peioxidasc-positive round
cells that can be measured

2. Accuracy: Both kits provided comparable results based on Passing
Bablok analysis.

3. Precisioii: Both kits can distiiiguisli between peroxidase-positive and -
negative round cells with comparable precision (LeucoSereen Plus;
CVi,,,: 12% ;CVic«,; 10%)

4. Treshold value: a normal semen sample should iiol contain more than
K10+ peroxidase-positive white blood cells per m|

5 Diagnostic sensitivity: 88%, diagnostic specinctly: 96%. when
compared to LciicoScrcen.

1. Measurement range: no limitation on the ininiiium or maximum
concentration o f peroxidase-positive round ceils that can be measured

2. Intra-assay CV < 15% (Repeatability)

3. Inicr-assay CV < 15% (Reproducibility)

Use ofgloves is advised. Reagent | contains methanol: avoid inhalation o fvapors.
Reagent 2 contains ILO:: corrosive, causes burns. After contact with skin wash
immediately with water and soap. Wear eye / face protection, medical gloves. All
semen samples should be considered potentially infectious. Handle all specimens
asif capable oftransmitting HI1V or hepatitis. Always use fresh pipette tips for each
step to avoid cross-contamination. Do not discard product into the environment.

PRE-USE CHECK n

Reagent 1should contain a clear liuid, do not use the kit If the fluid
yellow.

turned

~JCAMYING OUT THE ANALYSIS ''m

W'e recommend to watch our demonstration video (download via link on our
web.sile, or scan barcode):

1. Count the number of round cells whilst dctenniiiing the sperm concentralioii
during routine semen analysis. Calculate and write down the total concentration
of round ceils in mili/mL, as this W'ill be needed for the calculation of the
concentration peroxidase-positive white blood cells.

2. When round cells conceniration exceeds IxIO”per mi, the LeucoSereen Plus is

indicated.



3. Prepare working solulioiv Add 200 pi Rcagsiit 1, 5 p! Reagenl 2 and ! ml

Reagents lo an Eppendorftube and mix ihoroughly.'I'his working solution is stable

for 48 hours when stored between 2-8°C, protected from (sun)lighl.

4. Take 10 pi of the semen sample and add 20 pi of woAing solution. Mix
thoroughly.

5. Incubate for two minutes at room lemperalure in the dark.

@ Transfer 10 pi o fthe mix to (he middle o fa microscope glass and add 10 pt of
Reagenl 4. M ix thorouglily using the edge ofthe cover slip.

7.Cover with the cover slip

8Count and classify atotal 0200 round cells using a magnification 0f400x. Scan
different microscopic fields (preferably 20).

Note: In some semen samples, you might prefer to enrich the round cell
concentration to facilitate cell counting. Therefore, centrifuge the sample for 15
minutes at 350g and resuspend the pellet.

Incase of very high concentration o f round cells, it is also possible to dilute the
sample in FertiCult Flushing medium.

INTERPRETATION

+ Peroxidase positive round cells: contain (bluish-)black granules and have an
anthracite-grey cytoplasm. Tins anthracite area can cover the complete cell or
only partofit.

+ Peroxidase negative round cells: remain unstained or can be pink-colored.
Granules seen in unstained cells are not surrounded by the typical anthracite-
grey color seen in positive cells.

CALCULATION OF THE CONCENTRATION OF PEROXIDASE-

POSITIVEWHITE BLOOD CELLS
»  Calculate the proportion ofperoxidase-positive cells as follows:

PROPORTION POSITIVE ROUND CELLS *

Number of POSITIVE round «1!»
(Numberof POSITIVE toend edit* Number of NEGATIVE round cclU)

Now. calculate the concentration o f peroxidase-jwsitive white blood cells in
the semen .sample as follows;

CONCENTRATION (miil/ml.) -

Proportion positive round cells x total concentration of round ceils

Example:
* Total concentration o fround cells is 2 mill/mL (delemiined during sperm
concentration analysis)
* With the LeucoScreen Plus test, 120 round cells arc found positive and 80
round cells are found negatix'c

N . . -, 120
» |Moportion positive round cells = (120+80) 0.6

« Concentration o f peroxidase-positive w'hite blood cells = 0,6 x 2 iiiill/inL =
LomiliimL

i EVALUATION OF RESULTS

| The results should be evaluated taking into account all clinical and laboratory
, findings related to the spenn sample. According to the World Health Organization,
the presence of more than Ix!0' peroxidase positive white blood cells per mi
iijaculate is considered abnormal and is labelled as “leucocytospermia, values
‘below ixIO* peroxidase positive white blood cells per mi ejaculate should be
considered as nonnat.

Positions of sroRACE, tra,nsi'ortation]|

PfTHE DEVICE Qe i,

Store reagents bettveen 2®@C-25@C. Suitable lor transport or short-lemi storage at
elevated temperatures (up to 5 days at 37°C). Do not freeze. Protect from (sun)
ilight. The kit is stable for at least 12 months after production dale (even after
lopentng), do not use after expiry dale mentioned on the product label. The bottles
jmusl be kept lightly closed at all limes. The working solution can be stored up lo
48hours at 2-8°C, protected from (sun) light.

;Products that are stored with iioncompliance o fthe temperature limit, must not be
lused.

fThis test is an aid in the diagnosis o f male infertility and, as for other biological
tesis, interpretation of the results must be performed within the framework of
ielinical findings and data of history taking. The LeucoScreen Plus only stains
~xidasc-posilive WBC, other types of WBC (c.g. lymphocytes and monocytes)

Dfleucocytes in human semen samples are peroxidase-positive leucocytes.

hen a waste of Class A or B is formed during the use o fthe kit in (he clinical
diagnostic laboratory, this waste should be classified and disposed in accordance
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with tlie requircnienls of SanPin 2.1.7.2790-10 “"Sanitaiy - epidemiological
requirements to the treatment o fmedical waste",

A kit's used, expired and unused reagents belong to class B and disposal should
occur in accordance with the requirements ofSanPin 2.1.7.2790-10.

The packaging o fthe reagents kit (box) after intended use belongs lo class A waste
and should be disposed as household waste.

The manufacturer guarantees that the products are in accordance with the
requirements declared by the manufacturer, If abide by the rules of use.
transportation and storage.

I tliere arc questions regarding the quality o fa medical device, you must contact
the authorized representative on Russian Federation territory": OCX) "FerToTrusl",
Russia, Ekaterinburg, Rarla Marks sir, d. 8 of. 411.

MCKING & A

LeucoScreen i'lus kits are packed in a cardboard box.

For ill vitro diagnostic use

CE
[HEI

ra

as

CE marking ofconfomiily
Catalogue number

Batch number

Consult instructions for use
Date o fmanufacture

M | Manufacturer

S Use-by dale

Temperature lim it

Protect front sunlight

Symbol ofa voluntaiy ceilification

E

Oxidising
Flammable
Corrosive
Hannful/irritan|

Respiratory hazard/serious health hazard

<|>

Acute toxicity
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NHCTPYKUMA NO NPUMEHEHUIO HA MeMLIMHCKOE
n3aenue:
Habop Agna AnarHOCTUKW in vitro ans
onpeaeneHna nepokcmnaasa-noioXnTebHbIX
NenKounTOB B Cnepme Yenoseka - LeucoScreen
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J]cTpyKuma No NpUMeHeHUIO
IVD

(ucoScreen Plus

»0p ANA AuanicTuky in vitro Ans onpeaeneHns nepokcnjasa-

J0XUTENbHbIX NeilkoyMTOB B cnepMe Yenoseka (Aanee no tecty -LeucoScreen
[llka Ha gokymeHT: FP09 1111 RO1 A.3_Rus Update: 04/02/2020

2bKO ANA UCNONb30BAHUA ANA ANATHOCT UKU in vitro - PeareHTbl TONbKO ANnA
ypeccmoHanbHOro ncnonb3oBaHuna

NMONb3OBAHUWE MO HA3NNYENLWO

Fopans guasHocTvky in vitro gns onpeseneHns nepokcuAasa-nonoXNTENbHbIX
iikoyuToB B cnepme uenoseka - LeucoScreen Plus npegHasHaueH Ans
NYKONUYECTBEHHOTO  TUCTOXUMMUYECKOTO  OnpepesneHns nepokcuaasa-
NOXUTENbHBIX NEMKOLNTOB B CNepMe Yenoseka,

bwas 4acTb 38KyNATOB YeNoBeKka COAEPXMUT NeKOLUTLI, N NpeBanupyolei
p.uoit nelikounToB B obGpasyax cnepmbl YenoBeka ABNATCA Nepokcupasa-
MOXWUTENbHbIE TpaHynoUNTLI ™A™ Ype3mepHOoe nNPUCYTCTBUE 3TUX KNeTOK
rikounTOCNepMuUsa) MOXEeT yka3biBaTb Ha CylW ecTBOBaHME MH(EKLNM NONOBbIX
‘Tch. NeiikouuToCcNepMua Takxe MOXeT 6blTb CBA3aHa ¢ AethekTamu npoduns
oMbl Clola BXOANT yMEHbLW EHNe 06bema IAKYNATa, CHUXKEHNE KOHLeHTpayum
p.Maro3oMfoB ¥ WX MOABUXHOCTM, a Takxe yTpaTa (PyHKL4WM chnepmbl B
pynbtate OKCMAATUBHOTO CcTpecca™ u/unu Ccekpeuun LUTOTOKCUYECKNX
WUHOBN. HecMOTpsA Ha TO, YTO NneiikounuToCnepmMus ne ABnseTcs a6CoMoTHbIM
XwTtenem 6ecnnofmua, 3ato coctofHue Habnwpaetca B cpegHem y 10-20% Bcex
ANIOLHBIX MYXUUH*,

«H BbIMONHEHMNW CclaHfaprHoro  aHanusa Cnepmbl  kpaiHe  C/MOXHO
»|depeHynpoBaTb 6enble KPOBAHbIE KNETKM OT MPOYNX TUMOB KPYT/blX KNETOK
««pasle cnepmbl (Hanpumep, cCnepMaToreHHble KNeTKn-npeil ecTBEHHUKNN),
DKXUTENbHO GbICTPLIA M Hegoporoit cnocob AudhepeHLMpoBaTh NEPOKCUAa3a-
«.I0XNTeNbHble 6enble KPOBAHbIE KMETKN OT MPOYNX KPYTNbIX KNeTok B obpasue
CPUbl NCMONMb3YeT eCTECTBEHHYI MEepPOKCMAA3HYI0 aKTUBHOCTb 3TUX KNeTOK'.
i ‘Screen Plus, kak u LeucoScreen, ocHOBaH Ha 3TOii TexHuke W,
COOBATC/MbHO, MOXET WCNnonb30BaThbCH [ANS  OKpalMBaHWA nepokcujasa-
MOXUICNbHBIX 6ENbIX KPOBAHbLIX KNEW K B o6GpasLax Ye10BeYECKON CnepMmbl.

I: faHHbIM BcemupHOil opraHusauuu 3apaBoOXpaHeHUs Hanuuyne 6Gonee yem
TOr0O MUNMOHA HCPOKCUAa3a-NONOXMUTCAbHbLIX 6ENbIX KPOBAHLIX KneTok (B KK)
< MI 3AKynATa  CcyuTaeTcs  aHoMasbHbIM W obosHauaeTca  Kak
yiikouyntocnepmusa»*, O gHako 3TOT MOPOr HaXO4UTCA NOJ BOMNPOCOM, Tak Kak
NOTOpble CYNTAIOT Takoe 3Ha4YeHWe CAULWKOM HU3KUM, APYTUE - CAUWKOM
kakum. B f[eiiCTBUTENbHOCTM WUMEKTCA faHHble O MOPOrOBbIX 3HAYEHUAX B
snatoHe ot 0,2x10” go 2x10*

tu noporosoe 3HayeHne B MUNNIMOH NepoKkcuasa-nonoxuTenbHolx b KK Ha mn
rnaTa NpesbllleH, JOMKHbI OblTb NPOBEAEHbl MUKPOOGMONOrMYeckue TecThl C
CW BbIABMAEHNA WHMeKuMA npuaaToyHbix xenes. OleHka Mapkepos
|WTOYHOW Xenesbl MOXeT AaTb AONONHUTENbHblE NOME3Hble [aHHble 0
Mo it pa6ote anugnaumuca (EpiScreen Plus, FertiPro N.V. (depTtulipo H.B),
"blHA), CeMeHHbIX ny3bipbkoB (Fructose Test - 96 Tests, FertiPro N.V.
|rpTuMpo H.B), Benbrus) unu npoctatel (Citric Acid Test- 96 Tests, FertiPro
|v,(®epTulpo H.B), Benbrus). BaxHo OTMCTUTb, YTO OTCYTCTBME NENKOLUTOB
|ucknioyaeT BO3MOXHOCTI MHPEKLUM NPUAaTOYHOI Kenesbl.

MACTbBMPUMENETW,
XHU4Yeckas naGopaTopHas guarHoctuka

KAWL WSHKAWWHEHRAW TN 1 L
'Screen Plus npefHa3HayeH 418 MOMOLW W B ANATHOCTUPOBAHUN N NeYeHUN
koro 6ecnnoans.

OTMBW W CA4W W KWWEILILEW I A ,
ABonokasaHuii kK npumeHeHuto Ha”pa LeucoScreen Plus HeT.

W.3aBATk/lb. r BN

oScreen Plus - 310 Habop AnA AWATHOCTUKKM in Vitro UCKNOYMTENbHO ANS

|.theccHo>lanbHOro Mcnonb3oBaHWA, NpeAHasHauYeHHbIi AAA MCNONb30BaHMA
CeXAEHNAMU 34paBOOXPaHEHMA, Hanp., MeAULMHCKUMU naBopaTopusmu,
TUanH3npoBaHHbIMU NabopaTtopuaAMn, NPUMEHAKWNMU pPa3NNyHble TEXHUKN

eofoTBopeHus, Bknwuas KO, WKCW wn noarotoBky / aHanu3 cnepmbl,
Tefnonaraemble nonb3oBatenn - 310 npodeccuoHansl B obnactu BPT
XpaTopHble NeXHUKN, aHAPONOrM, 3MBPUONOTM UK BpaYM).
WITEPUANBLL, BXOLAuWE BCOCTAB HABOPA

PeareHt 1: 1x6mn PacTBop cy6¢cTpata (cogepxut 4CN, meTanon)

Pearent 2: 1x300mkn Mepekucb BogopoAa (cogepxut 30% nepekuchb

Bogopoga)
PeareHT 3. 1x22Mn BydepHblii pacTBop (CoAepxuT gocdaTHo-coneBon
6yctep, ProCln 950) A

DDNAALWMN
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PeareHt 4: 1x1,2mn  KoHTp-oKpawuBalowmii (copepxut
ocdaTHo-conesoit 6ytep, pactsop MoHco S)
MpoTokon aHanusa n nacnopt 6e30NacHOCTU NpeACTaBAEHbl Ha HalleM WHTepHeT-

cante (www.fertiDro.com”).

pacTBop

MATEPWANIbl, HE BKNKO YEHHbBIE B HABOP, HO HEOBXOAWMbIE
0049 PABOTbHl C UBAENUEM

MpefMeTHble cTekna, MOKPOBHble CcTekna, npobupkn (dnneHgopd), nuneTtku,
CBETNIONONbHbIA MUKpOCKON.

AHANTN3NPYEMBbBIE OBPA3LbI

1. TN OBPA3LA
TecT fONXEH NPOBOANTLCA Ha CBEXWUX 06paslax cnepMbl YenoBeka, Cogepxalynx
6onee 1x10® KpyrnblX KN1eTOK Ha MAT

2.MPOUEAYPA BUONOTUYECKOTO

MATEPWATTA

CBOPA AHANN3NPYEMOTO

MpeanoyTurenbHbiM sBnsetTca cbop cnepmbl nyTém macTtypbayuu. Obpasey
cnepMbl AOMKEH ObITb 3AKYNNPOBAH B YNCTYI0 EMKOCTb C WIUPOKUM TOPNbILKOM,
W3TOTOBMEHHYI0 W3 CTekna MNW nnacTuka, U3 noTa, KOTOPbIA 6biN NOATBEPXKAEH
KaK HErOKCUYHbIW fHA CnepMaTo30nioB*.

3. ycnosusa XPAHEHWNA AHANN3NPYEMBbI X

BVUONOTWUYECKOTO MATEPUATNA

OBPA3LOB

PekomeHjyeTca NpOBOANTL TECT B AeHb 3AKYAALUN, NPU YCNOBUM, 4TO 06pasLbl
XpaHaTca npu temnepatype 2-8°C.

4. CbOP,OBPABOTKA W XPAHEHWE OBPA3LOB

C6op cnepmbl AOMKEH NPOUCXOAUTL HE paHee YyeM 4Yepes 2 AHA U He NO3JHEe YeMm
yepes 7 AHeil NONOBOTO BO3fepxaHns nyTém macTtypbauum*. TecT fONXKEH 6OblTb
BbINOSHEH B fieHb c6opa cnepmbl. o npoBefeHus ucnbiTaHuii o6pasey cnegyet
XpaHuTb npn Temneparype 2-8°C.

NMPNHUWD METOAA n\m

Mepokcugasa, npucyTcTByloW as B rpaHynax HekoTopbiX NeiikoynTos, okucnseTt
4-xnop-1-Hadpton (4CN) po cuHe-huonewBot ocagka 4-xnop-l-HagToHa,
ncnonb3ys H202 kak okucnntenb. PeareHT 4, COfEpPXNT KOHTP-OKpalwnBato Wi
pacteop  Ana  obneryeHns  guddepeHynayun Mexay  nepokcupasa-
NONOXUTeNbHBIMU U NCPOKCUAA3A-0TPULATENBHBIMU KPYTBIMU KNETKAMY.

KONMWYECTBO AHANTN3NUPYEMbI X OBPA3LOB >
Ha6op 6bin pa3pa6oTaH gns 120 aHann3oB makcumym. Pa6ouuil pactBop MOxeT
NCNonb30BaThCsA ANA 22 X 2 NnocneAoBaTeNbHbIX fHEN aHann3a 4 makcumyma 60
aHan130B 32 OfNH eHb TECTOB MOOLW WM KONNYECTBOM aHann30B 3aBCeAHUTECTIOB
paB)lbim 120.

XAPAKTEPUCINKN QO OEKINBHOCTHN

B HesaBuCMMOM BanWAaLMOHHOM MCCAEAOBaHMM pasHbiMU nabopaHTamin 6binun
npoaHanuauposaHbl 44 obpasya (cogepxawmnx > 1 MUNANOHA KPYTNbIX KN€TOK Ha
MA) ¢ ncnonb3oBaHuem LeucoScreen u LeucoScreen Plus.

Paboune xapakTepucTukm:

1. [lvana3oH onpejeneHus KOHLEHTpaLuW BelecTBa: orpaHn4yeHnin no
MWHUMANbHOW WA MakCMManbHOW KOHLeHTpauuam nepokcupasa-
NOMOXUTENbHbIX KPYrAblX KN€TOK, KOTOPble MOTYT 6biTb W3MEPEHbI,
Het

2. TouyHocTb: O6a Habopa ganun cpaBHMMble pe3ynbTaTbl N0 aHanusy
Maccunra-babnoka.

3. MpeuynsnoHHocts: O6a Habopa MoryT guddepeHuuposatb
nepoKkcuMaasa-nonoXuTenbHble U -0'TpuLaTeNbHble KPYI/ble KNeTKn co
CpaBHUMOIi cTeneHblo pgocTtoBepHocTu (LeucoScreen Plus: CVmua:
12%;CVinu,: 10%)

4. MoporoBoe 3Ha4yeHWe: HOpPManbHbI 06pasel cnepmbl He AOMKEH
cofepxatb 6onee 1x10® nepokcupasza-noNoXUTeNbHbIX NEAKOLUTOB
mn.

5. [narHocTuyeckasd 4YyBCTBUTeNbHOCTb: 88%, pfuardHoctnyeckas
cneundnynocTb: 96%, no cpaBHeHuo ¢ LeucoScreen.

AHANWTUYECICUE XAPAKTEPUCTUKMN
1. [manasoH u3MepeHuit: orpaHMyeHUid N0  MUHUMANbHOW  MAU
MaKCUManbHOW KOHLEHTPALUAM NepoKCUAa3a-noaoXMUTeNbHbLIX KPYTblX
KNeTOK, KOTOPbIe MOTYT 6bITb U3MEPEHbI, HET

2. BHyTpuananutunyeckuii Koath puuneHT Bapuayuu <15%
(MoBTOpPAEMOCTD)
3. MexaHanurnyeckuii ko3 huymeHT Bapuaynm <15%
(Bocnpon3BoAMMOCTb)
MEPbI MTPEAOCTOPOXHOCTMN
PekomeHpyeTca ucnonb3oBaHue ropyaTok. PeareHT 1 COAepXWUT MeTaHoN:

n36eraite BabixaHns napos. PcaiCHT 2 cogepxuT H20 2, KOppo3nOHHOE BELecTBO,
BbI3bIBAET OXOrU. Mocne KOHrakra ¢ Koxeit HeMefeHHO NPOMOIiTe 3TOT y4yacTok
BOAOM M MbINOM. HajeBaiiTe 3alyNTHbIE O4YKN / MACKY, MEANLMHCKUE NepyaTku. Bee
06pasybl CNepMbl cYUTaTCA NOTEHLWANbHO 3apasHbiMiW. Co BcemMu o6pasyamu



3yeT 06palyarCcs Tak, kak eciu 6ol Yepes HUX MOXeT nepegasatbes BUY wau
IV Bcerga wucnonb3yiiTe  CBCXWUC  HAaKOHEYHMKW  MUNETOK  ANA
AOTBpalleHus NepekpecTHoll KoT'aMuHauuu. He BbiGpacsiBaii-ie NpogykT B

yxatwuymo cpeay.
OBEPKA MEPE/, HAYA/IOM MCMO/b30OBAHNA

reiiT 1 LOMXeH cofepxaTb NPO3payvHylo XWAKOCTb, He Ucnonb3yiite HaGop,
i XKWAKOCTb cTana Xentoi,

PBBAEHVE AHANIN3A

.PEKOMEHAYeM NoCMOTPeTb Hale AeMOHCTPaLUoOHHOe BUAeo (ckavalite no
IKe C Halero WHTepHeT-calita unu npockakupyiite QR-koa):

.0cyunTaiiTe KONMYeCcTBO KPYrablX KNeTOK MpN OnNpefeneHnin KOHLEHTpauun

pMaTo3oMf0B B Te4eHMe CTaH[apTHOTrO aHanu3a cnepmbl. PaccuuTaiite u

WATC obuwyto KOHLEUTPaLUI KPYTNbIX KT1€TOK B MUNNINOHAX HA MUNAUNUT,
kak 310 noHajobutca Ana pacyéra KOHUeHTpauuu ncpokcupasa-

'0OKNTENbHbIX 6eMbIX KPOBAHbLIX K1ETOK.

.eucoScreen Plus nokasaH, eCni KOHLEHTpaLuUa KPYrablX KN1eToK npesbiliaet

# Ha M.

baroToBbTe pabounii pacrsop: flo6aBbTe PeareHta 1- 200 Hkn, PeareHta 2 -

k1n PeareHta 3 - 1 mMn B npobupky dnneHaopd u TwaTtenbHo nepemewainTe,

T pabounii pacTBop ctabuneH B TeyeHue 48 4acos, €CAN XpPaHWUTb €ro npu

vnepatype 2-8°C B 3aljMLeHHOM 0T (CONHEYHOrO0) CBeTa MecTe,

kobmute 10 mkn o6pasuya cnepmbl 4 fob6aBbTe 20 MKn paboyero pacTsopa,

nenbHo nepemewakiC.

ViBaepxuBaiiTe B Te4yeHWe ABYX MWHYT Npu KOMHaTHOI# Temnepatype B

moTe.

‘omectute 10 MKN cCMecu B CepefuHy NpefMETHOro cTekna Mukpockona u

asbte 10 mMkn PeareHta 4. TuwaTenbHO nepeMelaidiTe Kpaem NOKPOBHOTO

na.

'MakpoiiTe NOKPOBHBIM CTEKNOM.

apcuuTtalite u knaccuduuupyiite kpyraele knetkn obuwum konuyectsom 200

« npu 400-kpaTHOM yBenunyeHuu. MpockaHupyiiTe pasnnyHbie HONA 3peHNs

thocxona (xenatenbHo 20).

HUr4yaHue: B C/lyyae HEKOTOPbIX 06pa3L 0B cCnepMbl Bbl, BOSMOXHO, NocyuTaeTte

HMyBennynTb KOHLEHTPaLN KPYTblX KNeTok Ans obneryeHns nogcyera.

T 3TOT0 NipoLeHTpudyrupyidTe obpasel B TeyeHue 15 MuHyT npu 3509

uneHgmnpyiTe ocagok.

flyyae OYeHb BbICOKOW KOHLEHTpauuum KPYrablX KNeTok Takke BO3MOXHO
Bern o6pased B cpege FertiCult Flushing.

NEPMPETALUWa.

MNepokcupasa-nonoXuTenbHble Kpyrasle kneTku: cogepxal’ (CuHe-)4epHble
thaHynbl, M UX LUTONNA3Ma aHTpaLMToBO-cepas. AHTpaLuToBO-cepas 06nacTb
SOXET NOKPbIBATb BCIO KNETKY UAN €€ YacTb.

Nepokcngasa-oTpuyaTenbHbie Kpyrabie KNeTKi: 0CTATCA HEOKPaLleHHbIMN
WM MOryT 6biTb OKpaleHbl B PO30Bbli. TpaHynbl, KOTOpble BWAHLI B
HEOKpalEHHbIX KNeTkax, He OKPYXeHbl TUMUYHBIM @HTPaLUTOBO-CEPbIM
LiBeTOM, HabM0JaeMbiM B NONOXUTENbHbIX KNeTkax.

CYET KOHLIEHTPALIMW  MEPOKCUAOASA-TIONOXNITY1bI1bIX
JEXKPOBSAHBIX K/TIETOK

Paccuutaiite nponopuuio
cnegyloueit opmyne:

nepokcnpasa-nonoXunMTenbHblX  KNeTokK no

NMPOMOPUNA MNONOXUTENbHBIX KPYT1bl X KNETOK =

Konuuectso MONOXUTENbHbBIX kpyrabix luieroK
ptmi-BOMOIOXUTE/NbHBIX Kpyrabix KneTok + Kon-8o OTPULATE/IbHBIX Kpyrabix KneTok)

Tenepb paccuyntaiite KOHLYCTPaLWI NepokcnAasa-noaoxnrenbublx
AbXKpOBAHBIX KNETOK B 06pasLe cnepmbl N0 cnegytouieir popmyne;

KOHUEHTPALUWNA (mau/mn) =

Mponopyus NONOXMTENbHBIX KPYTNbIX KNETOK X 06Lasn KOHLEeHTpaLus
KpyrnbiX KNeToK

Mpumep:
06lLjas KOHLEHTPaLMs KPYTAbIX KNETOK - 2 MAH/MA (ONpejencHa B Xoae
aHanM3a Ha KOHLEHTPaL o CNepMaTo3onaoB)
Mpu nomolyu Ha6opa LeucoScrecn Plus 120 Kpyrabix kneTok
WAEHTU(MLMPOBAHBI KaK NONOXUTENbHbIE U 80 - KaK OTPULATENbHbIE
MpONOpLMA NONOXUTENbHbIX KPYTIbIX KNETOK = * = 06

(120+80)

KOHLeHTpaLust NepoKCiAas’a-nonoXUTENbHbIX GENbIX KPOBSHbIX K010 T0K =
Q6X 2 Mmau/MA = 1,2 MAHIMA.

3ynbTaThl  [ONKHbI  OLEHMBATLCA C Y4eTOM BCEX KNMHUYECKUX U
360paToOpHbIX flaHHbIX, CBA3aHHbIX C 006pasuomM cnepmbl. [0 [faHHbIM
HEMWpHOW  opraHM3auuu  34paBOOXpaHeHNns, Hanuuune 6Gonee  1x107
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nepokcupgasa - NONOXMTENbHbIX NeiKOUMTOB Ha M 3siKynsTa cuntaetcs
HEHOPManbHbIM U OTMEYaeTCA Kak «neifkoLuTocnepMus», 3HaueHus Hinxke 1x10*
nepokcupgasa - NOMOXUTENbHBIX NEKOLUTOB Ha MN 3sKynsTa CNefyeT cuutath
HOPMaNbHbIM.

YC/TOBWISi XPAHEHWIS, TPAMCTOP MVIPOBKM U CMO/b30BAHNSA
V3OENNS

XpaHuTe peareHTol npu Temnepatype 2°C-25°C. BOo3MOXHa TpaHCNOpTUpOBKaA
WKW KparkocpouyHoe XpaHeHue Npu NOBbIWEHHO TemnepaType (40 5 fgHel npu
37®C). He nopgBepraiite 3amopo3ke. XpaHuTe B 3aliNleHHOM OT (COMHEYHOTrO)
cBeTa MecTe. Habop crtabuneH B TeyeHne He MeHee 12 MecsueB C Aathbl
npon3BoACTBa (faxe nocne BCKPbITUA). He ncnonb3yiiTe nocne ucteyeHna cpoka
TOAHOCTM, yKa3aHHOro Ha 3Tukerke. Bcerga pgepxute dnakoHbl NAOTHO
3akpbiThiMW. Pabounii pacTBop MOXHO XpaHuTb [0 48 yacos npu 2-8°C B
3alMLeHHOM OT (CONHEYHOT0) CBETA MECTO.

M3aenns, xpaHWBWMECS C HApylWeHWeM TeMnepaTypHOro pexuma, NpUMeHeHuio
He nognexar.

OrPAHMYEHNA METOA

DaHHblii TecT  ABnseTcs BCNOMOraTeNbHbIM WHCTPYMEHTEM npu
4MarHoCTUPOBAaHUM MYXCKOro 6Gecnnogus, W, kak u B Ciayyae C ApPYrumu
Guonoruyeckummn  Tectamu, nHTEpnperayns pesynbTatos LONXHA

0CYyWeCrBNATLCA B pamKkax KAMHWYECKONH KapTUHbI W faHHbIX c6opa aHamHesa,
LeucoScreen Plus okpalwuBaeT TONbKO nepokcUAasa-nonoxutcnbnsie BKK,
npoune TMNbl B KK (Haup., TUMGOLMTLHI M MOHOLUTLI) UM He o6HapyxuBakTcs. C
APYTOil CTOPOHbI, WMEWTCH AaHHble 0 TOM, 4YTO npeBanupywuieii topmoii

neiikouyutoB B o6pasyax cnepmbl  4Yenoseka ABNAWTCA nepokcupasa-
NONOXNUTENbHbIE NEAKOLNTbI.

Mpu wucnonb3oBaHuM Habopa B KNWHUKO-fUarHocTuyeckolh nabopaTtopuu
obpasyoTca o0TxoAbl knaccoB A u B, koTopble knaccuduuupyt-rca u
YyTUNN3MPYIOTCA B COOTBETCTBUM C Tpeb6oBaHuamu CanluH 2.1.7.2790-10

"CaHnyapHo - anuaemunonornyeckne Tpe6oBaHna K 06paLleHmnio ¢ MegULUHCKUM K
oTxogamu”.

Mocne ncnonb3oBaHna Habopa, NPOCPOYEHHbIE U HEUCNONb30BAHHbIE PeareHThl
oTHOCATCA K knaccy B n yTunusupytoTtca B COOTBETerrsunm ¢ TpeboBaHUAMU
CaHMuH 2.1.7.2790-10.

Ynakoska Habopa peweHTOB (KOpobkn) nocne UCNonb30BaHMA NO Ha3HAYEHUIO,
OTHOCKTCA K 0TX0A4aM knacca A W yTunn3npyetcs BMecTe ¢ 6bITOBBIMU OTXO4aMU.

rapaHTuiinble OBA3ATE/ILCTBA

M3roToBuTeNb rapaHTUpyeT, 4TO MNPOAYKLMS COOTBETCTBYeT TpeboBaHMAM,
3afBNEHHbIM U3TOTOBUTENEM, NPW YCAOBUN COBMIOAEHNS NPaBUA UCNONb3OBAHMA,
TPaHCNOPTUPOBKM U XpaHEHNS.

Mpn BO3HUKHOBEHMW BOMPOCOB MO KayecTBY MeAMLMHCKOTO W3fenns cnepyet
obpalwaTbCs K YyNoAHOMOYEHHOMY NpeACcTaBUTEN0 Ha Tepputopuu Poccuilcioait
depepauun: 000 «dPeppoTpacT», Poccusa, Ekatepunbypr, yn. Kapna Mapkca, .
8od.4N.

YIMNAKOBKA

Ha6opbl LeucoScreen Plus ynakoBaHbl B Kapronnbie KOPoOGKM.

KOAbI 3AKA3A NPOOYKLN N
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Poccuiickas denepauus
"opop EkaTepuH6ypr CBepa0BCKO 06nacTu
[Baguatb NATOro MapTa ABe ThbiCAYN 4BajLATOro roga

f, ®umnnosa Onbra BnagymupoBHa, HoTapuyc ropoja EkaTepuHOypra — CBUAETENCTBYHO
MOA/IMHHOCTb NOAMMCY NepeBoAYMKa EpMakoBoil Haaex bl ANeKCeeBHbI.

Moanuck cenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb NOANMCABLLIErO AOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peectpe: Ne 66/201-H/66-2020-3-458.
B3bICKaHO rocyapCTBeHHOM MoLwvHbI (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue yCnyr NpaBoOBOr0 M TEXHNYECKOro xXapakTtepa: 540 py6. 00 kon.

O.B. dunnnnosa

NivueHsus Nib 309 BbigaHa 09.0S5.2006 r. naBHbIi
ynpae.ieuueM ®epgepanbHoil perncTpaLnoHHON ayx 6 bl
no Ceepanosckoii oCTacTu ajpec HOTAapUTbIlON
KOHTOpbl: p. EkaTepuubypr, yn. H MapTa, 4. 7, Tel.
(343) 3-724-725, 371-89-72
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Instruction for use of the medical device:
In vitro diagnostic kit for the determination
of peroxidase-positive leucocytes in human

semen - LeucoScreen Plus.

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

APPROVE

FcrtiPro N.V., Belgium

Presideni
(position)
/en Comhaire
(name)
jVa .- ally—-
(signature)
a../10 2019

(*"day” month (numerals)

Stamp



Instructions for use

LeucoScreen Plus VD

Invitro diagnostic kit for the determination o f peroxidase-positive leucocytes in
human semen (in the text below referred to as LeucoScreen Plus)

Ref doc; FP09 111 1ROI A.3_Rus Update; 24/09/2019

Forin vUro diagnostic use only - Reagentforprofessional use only

INTENDED USE

In vitro diagnostic kit for the determination o f peroxidase-positive leucocytes in
human semen - LeucoScreen Plus is intended to be used for a semi-quantitative
histochemical determination o f peroxidase-positive leucocytes in human semen.

INTRODUCTION -
Most human ejaculates contain leucocytes and the predominantform ofleucocytes
in human semen are peroxidase-positive granulocytes' -"-'. Excessive presence of

these cells (leucocjdospermia) may indicate the existence of reproductive tract
infection. Leucocytospermia may also be associated with defects in the semen
profile. This includes reductions in the volume ofthe ejaculate, decreased sperm
concentration and sperm motility, as well as loss o f sperm function as a result of
oxidative stress’ and/or secretion of cytotoxic cytokines”. Although
leucocytospermia is not an absolute indication of infertility, this condition is
observed on average in 10 to 20% ofall infertile men*.

V/hen a typical semen analysis is performed, it is very difficult to differentiate
white blood ceils from other types ofround cells in the semen sample (for example
spermatogenic precursor cells’), A relatively rapid and inexpensive method of
differentiating peroxidase positive white blood cells from other round cells in a
semen sample makes use of the intrinsic peroxidase activity of these cells’.
LeucoScreen Plus is. Just like LeucoScreen, based on this technique and can
therefore be used to stain the peroxidase positive white blood cells in a human
semen sample.

According to the World Health Organization, the presence o fmore than one million
peroxidase positive white blood cells (WBC) per ml ejaculate is considered
abnormal and is labelled as "leucocytospermia”* However, this threshold is under
debate, as some have found this value too low and others too high. Indeed, threshold
levels from 0.2x10*—2x10* have been reported *=.

When the tlireshold o fone million peroxidase positive WBC per ml ejaculate is
exceeded, microbiologic tests should be performed to investigate if there is an
accessory gland infection. Assessment of accessory gland milcers can provide
additional useful information about the proper functioning of the epididymis
(EpiScreen Plus, FertiPro NV, Belgium), seminal vesicles (Fructose Test - 96
Tests, FertiPro NV, Belgium) or prostate (Citric Acid Test-96 Tests, FertiProNV,
Belgium). Importantly, the absence o fleucocytes docs not exclude the possibility
ofan accessory eland infection.

FieLD OFapplication;,
Clinical laboratory diagnostic

W icationsfW u””? [ ] -
LeucoScreen Plus is intended to help in the diagnosis and treatment of male
infertility.

CONTRINDICAlIpNS FORUSE 7

There are no contraindications for use for the LeucoScreen Plus Kit.

INTENDED USER
LeucoScreen Plus is an iV D for professional use only and is intended to be used in
healthcare institutions e.g. medical laboratories, specialized laboratories
performing fertilization techniques, including IVF, ICSI and sperm preparation /
analysis. The intended users are IVF professionals (lab technicians, andrologists,
embtyologisis or medical doctors).

hUTERIALINCLUDED WITH THE

Reagent 1; Ix6mt Substrate solution (contains 4CN, methanol)
Reagent2; 1x300pl Hydrogen peroxide (contains Hydrogen peroxide 30%)
Reagents; Ix22m| Buffer solution (contains PBS, ProClin 950)
Reagent 4; Ix].2m | Counter stain solution (contains PBS, Ponceau S
solution)
A certificate of analysis and the MSDS arc available on our website
(www.feniDro.comt

NJTERLALSNOTINCLKDED LU tfIE 10t,BUf'NXEDEDFOR WORK
WITHTHE DEVICE -

Microscope slides, cover glasses, test tubes (eppendorf). pipenes, bright field
microscope.

SAMPLES ANALYZED

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

PRETY$E'CHE "¢ Dot~ -

1. SPECIMEN TYPE

The testshould be performed on fresh human semen samples containing more than
IxIO* round cells per ml.

2. PROCEDURE FOR OBTAINING ANALYZED BIOLOGICAL MATERIAL

Semen collection by masturbation is preferred. Semen sample should be ejaculated
into aclean, wide-mouthed container made o fglass or plastic, from a batch that has
been confirmed to be non-toxic for spermatozoa*.

3. CONDITIONS OF STORAGE OF SAMPLES OF

BIOLOGICAL MATERIAL

ANALYZED

It is recommended to perform the test atthe .same day o f ejaculation, provided that
samples arc stored at 2-8°C.

4. SAMPLE COLLECTION, PROCESSING AND STORAGE

Semen collection should occur after a minimum of 2 days and a maximum of 7

days o f sexual abstinence by masturbation*. The test should be performed within 1

dsz:ly after ejaculation. Until testma is performed, the sample should be stored at 2-
C.

PRINCIPLE OF THE METHOD

Peroxidase, present in the granules of certain leucocytes, oxidizes 4-chloro-I-
naphtol (4CN) to a bluish-purple 4-chloro-I-napluon precipitate, utilizing H102as
the oxidant. Reagent 4 contains a counter stain solution to facilitate the
differentiation between peroxidase-positive round cells and peroxidase-negative
round cells.

INTERPRETATION

Peroxidase positive round cells', contain (bluish-)black granules and have an
anthracite-grey cytoplasm. This anthracite area can cover the complete cell or
only pari ofit.

Peroxidase negative round cells: remain unstained or can be pink-colored.
Granules seen in unstained cells are not surrounded by the typical anthracite-
grey color seen in positive cells.

THENTAIBERQF & APLES A™M Y =TT

Kit has been designed for a maximum of 120 analyses. The working solution can
be used for 22 x 2 consecutive days o fanalysis, with a maximum of 60 analyses
pertestday and atotal maximum of 120 analyses over a!! test days.

PERFOJMANCEaiA" o

In an independent validation study, 44 samples (containing > 1mill/m I round cells)
were analyzed by different operators with LeucoScreen and LeucoScreen Plus.
Performance characteristics:

1. Range oflhe determination concentration o f substance: no limitation on
the minimum or maximum concentration of peroxidase-positive round
cells that can be measured

2. Accuracy: Both kits provided comparable results based on Passing
Bablok analysis.

3. Precision: Both kits can distinguish between peroxidase-positive and -
negative round cells with comparable precision (LeucoScreen Plus-
CV,,: 12%;CV,,,: 10%)

4. The values of concentration of substance: a normal semen sample
should not contain more than 1x10* Peroxidase positive leucocytes /m|

IU\H_YHOALO-WLEI'ERISHCM

Measurement range: no limitation on the minimum or maximum
concentration o f peroxidase-positive round cells that can be measured

2. Intra-assay CV < 15% (Repeatability)

3. Inter-assay CV < 15% (Reproducibility)

WARNINGSAND pM cAOTHOKB -

Use o fgloves is advised. Reagent 1contains metlianol: avoid inhalation o fvapors.
Reagent 2 contains H2;; corrosive, causes burns. After contact with skin wash
immediately with water and soap. Wear eye / face protection, medical gloves. All
semen samples should be considered potentially infectious. Handle all specimens
as if capable o ftransmitting HIV or hepatitis. Always use fresh pipette tips for each
step to avoid cross-contamination. Do not discard product into the environment

77 " Tir;71Z
Reagent 1 should contain a clear fluid, do not use the kit ibhe fluid has turned
yellow.

CAIUIYAG OUT THEANALYSIS

Wc recommend to watch our demonstration video (download via link on our
website, or scan barcode):



1 Count tlie number of round cells whilst determining the sperm concentration
during routine semen analysis. Calculate and write down the total concentration
of round cells in mil/mL, as this will be needed for the calculation of the
concentration peroxidase-positive white blood ceils.

2. When round cells concentration exceeds 1x10* per mi, the LeucoScreen Plus is

indicated.

3. Prepare working solution: Add 200 ul Reagent 1, 5 pi Reagent 2 and 1 ml

Reagent 3to an Eppendorftube and mix thoroughly. This working solution is stable

for48 hours when stored between 2-8®C. protected from (sun)light.

4.Take 10 pi of the semen sample and add 20 pi of working solution. Mix
thoroughly.

5 Incubate for two minutes at room temperature in the dark.

@ Transfer 10 pi ofthe mix to the middle ofa microscope glass and add 10 pl of
Reagent4. M ix thoroughly using the edge o fthe cover slip.

7.Cover with the cover slip

8 Countand classify atotal 0 f200 round cells using a magnification 0f400x. Scan
different microscopic fields (preferably 20).

Note: In some semen samples, you might prefer to enrich the round cell
concentration to facilitate cell counting Therefore, ceniriftige the sample for 15
minutes at 350g and resuspend the pellet.

In case of very high concentration of round ceils, it is also possible to dilute the
sample m FcrtiCult Flushing medium.

CALCULATION OF THE CONCENTRATION OF PEROXIDASE-
POSITIVEWHITE BLOOD CELLS
*  Calculate the proportion o f peroxidase-positive cells as follows;

PROPORTION POSITIVE ROUND CELLS =

N'umbcfo f POSITIVE lound cells
O*urabor of POSITIVE round cells - Number of NEGATIVE round cdls)

» Now, calculate the concentration ofperoxidase-positive while blood cells in
the semen sample as follows:

CONCENTRATION (mill/mL)»

Proportion positive round cells x total concentration of round cells

Example;
* Total concentration ofround cells is 2 mill/mL (determined during sperm
concentration analysis)
* With the LeucoScreen Plus test, 120 round cells are found positive and 80
round cells are found negative

120+80) = 0

¢ Concentration of peroxidase-positive white blood cells= 0.6 x 2 mill/mL =
1.2 mill/mL

%&: STCRACE, TRANFRCRTATION AND CFERATICN

Store reagents between 2°C-25“C. Suitable for transport or short-term storage at
elevated temperatures (up to 5 days at 37“C). Do not freeze. Protect from (sun)
light. The kit is stable for at least 12 months after production date (even after
opening), do not use after expiry date mentioned on the product label. The bottles
must be kept tiglitly closed at all times. The workmg solution can be stored up to
48 hours at 2-8°C. protected from (sun) light.

Products that are stored with noncompliance o f the temperature limit, must not be
used.

LBVHATIONSCF THEMETHD

This test is an aid in the diagnosis of male infertility and, as for other biological
tests, inteqDretation of the results must be performed within the framework of
clinical findings and data of history taking. The LeucoScreen Plus only stains
peroxidase-positive WBC, other types of WBC (e g. lymphocytes and monocyles)
arenot detected. On the other hand, it has been reported that the predominant form
ofleucocytes in human semen samples are peroxidase-positive leucocytes.

¢ Proportion positive round cells = (

DISPOSAL

When a waste o f Class A or B is formed during the use o fthe kit in the clinical
diagnostic laboratory, this waste should be classified and disposed in accordance
with the requirements of SanPin 2.1.7,2790-10 "Sanitary - epidemiological
requirements to the treatment o f medical waste".

A kifs used, expired and unused reagents belong to class B and disposal should
occur in accordance with the requirements of SanPin 2.1.7.2790-10.

The packaging o f the reagents kit (box) after intended use belongs to class A waste
and should be disposed as household waste.

SAFEGUARDS OBLIGATIONS
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The manufacturer guarantees that the products are in accordance with the
requirements declared by the manufacturer, if abide by the rules of use,
transportation and storage.

I f there are questions regarding the quality o fa medical device, you must contact
the authorized representative on Russian Federation territory: OO0 "FerroTrust",
Russia, Ekaterinburg, Karla Marks str., d. 8 o f 411.

PACKING

LeucoScreen Plus kits are packed in a cardboard box.

PRODUCT CROERCCEES
REF
MARAING

LEUCO PLUS

For in vitro diagnostic use
Ci CE marking ofconformity
Catalogue number
Batch number

[}
0a

Consult instructions for use
Date o f manufacture
Manufacturer

Usc-by date

Temperature lim it

Protect from sulight
Symbol o favoluntary certification
Oxidising

> Flammable

Corrosive

Harmftil/irritant

s e e N o

Respiratory hazard/serious health hazard

Acute toxicity
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NHCTPYKLUMSA NO NPUMEHEHUIO HA MEJUNLMHCKOe

n3nenve:

Habop ansg AnarHOCTUKW In vitro Ans
onpefeneHna nepokcunaasa-nonoXnTeNbHbIX
NeNKOUMUTOB B cnepme yenoBeka - LeucoScreen

Plus.

[Wramn:]

HwxenoanucasLuwniics HoTapuyc ropoga
AnTep Poanb MoHaenaepc HacToALwmMMm
CBUAETENbCTBYET, YTO MOAMUCH,
nocTas/ieHHas B ero NpucyTCTBUMN,
NMPUHAONEXUT CeeHy Ko_jrgupe

tnodmechb!
[Kpyrnas neyaTb: Poanb MoHaenaepc, HoTapuyc *
9880 AnTep]

FertiPrO nv (deptullpo vB)
MHpycTprenapk Hopg 32
B-8730 bupHem/benbrus
NAEHTUUKALNOHHBIA HOMEP
nnaresnblumKa

HAOC: BE 0448 767 035
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MepeBog, C aHIIMNCKOrO A3blKa Ha PYCCKUI sA3bIK

VHCTpYKUMSI NO MPUMEHEHNIO
VD

LeucoScreen Plus

Ha6op ans guantcrtaku in vitro 4ns onpefeneHus Hcpokcugasa-
NONOXUTENbHbIX NeAKOLMTOB B CNepMe YenoBeka (Aanee no Tecty -LeucoScreen
Plus)

Ccbinka Ha fokymeHT: FP091111 RO1 A.3_Rus Update: 24/09/2019

TornbKO AN1S MCNONB30BAHUA ANS ANATHOCT UKKM in Vitro - PeareHTbl T ONbKO ANs
npoteccnoHanbHoOro NCnonb3oBaHus

CMOIb3OBAHWE MO HABHAYEHIWIO

Habop s AnarHoCTUKK in vitro Ans onpefeneHns nepokcuasa-nonoxuTenbHblx
«iikouuroB B cnepme uenoseka - LeucoScreen Plus npegHasHauyeH pns
NONYKOSINYECTBEHHOTO TMCTOXUMUYECKOTO onpepenexus nepokcupgasa-
NONOXNTENbHBIX NEHKOLUTOB B CNEPMeE YenoBeka.

BBELIEHVE

Bonblwasn yaClb 3skynsaToB 4YenoBeka COLepXUT NeiikounTel, U npesanupywwei
‘thopmoii neifkouuroB B o6pasuax cnepmbl 4YenoBeka ABNANTCA nepokcupasa-
NONOXUTCAbUbIE TPAHYNOUNTLI " . Upe3amepHoe NpUCYTCTBUE ITUX KNeToK
(nefikounToCNepMnNA) MOXeT ykasbiBaTb Ha Cyl ecTBOBaHMe WH( eKLMN NONOBbIX
nyTeii. ledikouuTocnepMnsa Takxe MoXeT 6bITb CBA3aHa C AedekTamu npoduns
cnepmbl. Cloja BXOANT YMeHbleHNe 06bemMa 3AKyNnaTa, CHUKEeHNEe KOHLeHTpaLyum
CnepMaTo3oMfoB M MX MOABUXHOCTM, a Talke yTpata (YHKUMM cCnepMmbl B
pesynbTate OKCMAATUBHOrO crpccca™' u/mnu cekpeuum LUTOTOKCUYECKNX
LNTOKMHOB®. HECMOTPSA Ha TO, Y4TO NeKOLUTOCNEPMUSA He ABNACTCH aB6COMOTHbIM
(toka3arenem 6ecnnofmus, aTo cocToAHue HabnwgaeTca B cpegHem y 10-20% Bcex
6eCnnofHbIX MYXUNH*.

M  BbiNONHEHMM  cTalwapTHOro  aHann3a CNepmbl  kpailHe  CAOXHO
3udepeHynposatb Genble KPOBSHbIE KAETKW OT MPOYUX TUNOB KPYTNbIX KNETOK
Bo6pasue cnepmbl (Hanpumep, cnepmaToreHHble KNCTKW-NpeAlWwecTBennukn’).
OTHOCMTENbHO BbICTPLI M HEZOpPOroit cnocob AudepeHLMpoBaTb Nnepokcmaasa-
WOXUTENbHbIE Ge/ble KPOBSIHbIE KNETKW OT NPOYUX KPYIAblX KneTok B o6pasiLe
CMepMbl NCMONb3YeT eCTECTBEHHY HEPOKCUAA3HYI0 aKTUBHOCTb 3TUX KneTok"
LeucoScreen Plus, kak u LeucoScreen, OCHOBaH Ha 3TON TexHuUKe U,
. CNnefoBaTeslbHO, MOXET MCMNOAb30BaThCA ANf  OKpalMBaHWA nepokcujasa-
NONOXUTENbHbIX 6eNbIX KPOBAHBIX KN€TOK B 06paslax YenoBeyeckoil cnepmsl.

Mo faHHbIM BcemupHoi oplaHusauun 3fpaBoOXpaHeHus Hanuuue 6onee yem
0JHOTO MUNINIMOHA NEPOKCUAa3a-HONOXUTEeNbHbIX 6eNblX KpOBAHLIX kneTok (B KK)
W MO 3AKynATa  CYNTAeTCA  aHOMa/bHbIM n  obo3Hayaetca  Kak
«neikoyntTocnepmusa»”. OfHaKo 3TOT MOPOTr HAXOAUTCA MOJ BOMPOCOM, TakK Kak
HeKoTOopble CYMTAlOT Takoe 3HayeHWe CANWKOM HU3KAM, Apyrue - CAULIKOM
BbICOKUM. B [eiiCTBUTENbHOCTM UMEKTCH [AaHHble 0 MOPOrOBbIX 3HAYEHUAX B
auanasoHe o1 0,2x1(/" o 2x10"

Ecmnoporosoe 3HaueHne B MUANUUOH NepoKcngasa-nonoxuTenbHbolx 6 KK Ha M
MKyNsiTa NpeBbilWeH, fOMKHbI 6biTb NPOBEAEHbl MUKPOGUONOTUYECKNE TeCThl C
[encto  BbIABNEHNS WHMeEKUWA npuaaTtouyHblx xenes. OLeHka MapKkepoB
NPUAATOYHON Xenesbl MOXeT fAaTb [AONONHUTENbHble NONE3Hble faHHble 0
nonxHoli pa6ote anugngumunca (EpiScreen Plus, FertiPro N.V. (depTtulipo 1.B),
Benbrus), cemeHHblXx ny3bipbkoB (Fructose Test - 96 Tests, FertiPro N.V.
|(beptulpo H.B), Benbrua) unu npoctatel (Citric Acid Test- 96 Tests, FertiPro
N.V, (depTulpo H.B), [Benbrns). BaxHo 0TMETUTb, 4TO OTCYTCTBUE NEiKOLUTOB
HeUCKNKYaeT BO3MOXHOCTI MH(EKLMN HPUAAroYnoNi Xenesbl.

J ORIACTb MPUMEHEHWA

Knunuueckasn nabopaTopHas uarHoctuka

MOKA3MAAK MPUMEMELLING

LeucoScreen Plus npegHasHadyeH 4ns NOMOWM B AMalHOCTMPOBAHUM W NEYEHUM
MYXCKOro 6ecnnogus.

MPOTVBOTOKN3/MHNA k MPUMEWELLTO

MpoTuBONOKasaHuiti k npumeHeHunio Habopa LeucoScreen Plus HeT.

npegnosiaraemMbii NMoNb3oBaTeNb

LeucoScreen Plus - 370 Ha6op ANs AMATHOCTUKW in Vitro MCKAOUYUTENbHO ANs
NpoheccMoHanbHOr0 MCNONb30BaHMS, NpeAHA3HAYEHHbIH ANS WUCNONb30BAHMS
yupexaeHnsMiu 34paBOOXpPaHEHUA, Hanp,, MeAUUUHCKUMWU nabopatopusmu,
cneyuani3npoBaHHbiMU N1a6opaTopuamMn, NPUMEHSIOLW UMU PA3INYHBIE TEXHUKN

onnogoTeopenns, Bknwoyas KO, WKCW wn noaroToBky / aHanus cnepmbl.
Mpegnonaraemble nonb3oBatenu - 3To npodeccuoHansl B ob6nactm BPT
WwaboparopHble TEXHUKN, aHAPONOTU, IMOEPUONOTN UK BpaYM).
NATEPHAJTbI, BXOAALLIVE B COCTAB HABOPA
PeaiCHT 1: 1x6mn PactBop cy6ctpata (cogepxut4CN, meTaHon)
PeareHT 2: 1x300mkn Mepekncb Bogopoda (coaepxut 30% nepekuchb
BOAOPOAA)
PeareHT 3: 1x22mn bydepHbii pacTBop (cogepxuT docthaTHo-CONEBOI

6ycep, ProCln 950)
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PeareHt 4: 1x1,2mn  KOHTp-oKpalWHBaw W NN

thocaTtHo-conesoit 6ydep, pactBop MoHco S)
MpoTokon aHanusa n nacnopt 6€30M1acHOCTN NpeACTaBAeHbl Ha HaWeM WHTCPHCT-
caitre (www .fertipro.com).

pacTBop (cogepxut

MNTEPWASBI, HE BKAKOYELL1bIE B HABOP, MO HEOEXO4MMBIE
15 PABO1B1 C VI3OE/IMEM

Mpeamernsie cTekna, NOKPOBHble cTekna, npo6upku (InneHgopd), nuneTky,
CBETNONO/IbHbIA MUKpPOCKON.

AHANN3PYEMbIE OBPA3LbI

1. TN OBPA3LA

TecT OMXEH NPOBOANTLCA Ha CBEXMX 06pasLax cCnepMbl YenoBeka, COfepxall ux
6onee IxXIO*' kpyrnblx KNeToKk Ha MA. TecT JOMKEH NPOBOAUTLCA B feHb 3abopa
cnepmbl.

2. MPOLEAYPN
MATEPUANA

CBOPA AHANN3NWPYEMOTO BWONOTUMYECKOTO

MpeanoyTMTENbHBIM SIBASETCA CGOp cnepMbl NyTéM MacTyp6auun. O6pasey
cnepMbl 4OMKEH GbiTb 3KYNMPOBAH B YHEUYI0 EMKOCTb C LWUPOKUM TOP/IbILKOM,
W3rOTOBNEHHYI0 M3 CTekna AW NaacTuka, U3 NoTa, KOTOPbIi 6bl1 NOATBEPXKAEH
Kak HETOKCUYHBI A5 CNepMaTo30naoB’ .

3. ycnoswud XPAHEHUWA
BMONOTNYECKOTO MATEPUANA

AHANN3NPYEMBbI X OBPA3LOB

PekomeHayeTcsa NPOBOANTL TECT B [€Hb 3AKYAALNM, NPU YCAOBUN, 4TO 06pasLbl
XxpaHatca npu temneparype 2-8"C.

4, CbOP,OBPABOTKA N XPAHEHWE OBPA3LOB

C6op cnepmbl AOMKEH MPOUCXOANTL HE paHee YeM 4Yepes 2 {HA U He NO3JHee Yem
yepe3 7 AHeit NonoBOro BO3fepXxaHus nyTém mactypbayun”. TecT oAXeH ObiTb
BbINOMHEH B TeyeHue 1 AHA nocne 3akynauuu. [lo npoBejeHNs ucCnbiTaHnii
obpasel cnedyeT xpaHuTb npu Temnepatype 2-8°C.

npTwnn METOOA

Mepokcugasa, npucyTcTByloW as B rpaHynax HeKoTOpblX NeAKOLMTOB, oKuCAseT
4-xnop-1-Hadon (4CN) po cuHe-hmonetoBoro ocapgka 4-xnop-l-HadhToHa,
ncnonb3ys H202 kak okucnutens. PeaiCHr 4, cogepxuT KOHTp-OKpaL uBato Wi

pacTBop  AnA  obneryeHus  AudpdepeHunanuu  Mexay  nepokcupasa-
HOMOXUTENbHLIMU W MEepoKCUAa3a-oTpuLarebHbIMU KPYrAbiMU KneTkamiu.
HMOTEN1PETALNA

- Tepokcupasa-nonaxunTenbHbie Kpyrabie kneTku', COfepxar (CUHe-)uepnbie
TPaHynbl, H UX LUTONNA3Ma aHTpalyuToBO-cepas. AHTpaLnUToOBO-cepas 061acTb
MOXer NOKPbIBaTb BCIO KAETKY UIN €€ YacTb.

- TlepoKkcuhasa-oTpuuaTeNnbHble Kpyrnbie kneTku', 0CTATCA HEOKPalleHHbIMY
AW MOTYT ObiTb OKpalWeHbl B PO30BbIA. [paHynbl, KoTopble BUAHbI B
HeOKpaleHHbIX KNeTKax, He OKPYXeHbl TUNWYHBLIM auTpaLuuToBO-CEPbIM
LiBETOM, Ha6N04aEMbIM B NONOXNUTENbHBIX KNETKaxX.

KOJMMYECTBO AHANTN3NPYEMbIX OBPA3LIOB

Ha6op 6bin paspa6oTtad gns 120 aHann3oB mMakcumym. Pa6ouyuil pacTBop MoxeT
1MCNonb30BaThCA ANA 22 X 2 NOCNef0BaTEeIbHbIX AHEN aHanu3a Ans Mmakcumyma 60
aHann30B 3a 0[JUH leHb TeCTOB 1 06LW MM KONIMYECTBOM aHa/n30B 3a BCE AHU TECTOB
paBHbIM 120.

>C\P/IKTEPUCT11K11 3 PEKIMB110CLU

B He3aBMCMMOM BanuAaLMOHHOM WCCNEAOBAHUM pasHbiMu nabopaHTamu 6binu
npoaHanusnpoBaHbl 44 obpasya (cogepxawnx > 1 MUANMOHA KPYTAbIX KNETOK Ha
MAa) ¢ ucnonb3oBaHnem LeucoScreen n LeucoScreen Plus.

Paboune xapakTepucTukm;

1. [lnana3oH onpejeneHus KOHLUEHTpaLuuu BeliecTBa: OrpaHuyeHuit no
MWHUMaNbHO! WNW MakcMManbHO KOHLEHTpauusm nepokcupasa-
NONOXNUTENbHbIX KPYTAbIX KNETOK, KOTOpble MOTYT GbiTb W3MeEpEHbI,
HeT

2. TouyHocTb: O6a Habopa fanu cpaBHUMble pe3ynbTaTbl N0 aHanusy
MaccuHra-babnoka,

3. MpeynsnoHHocTb: Oba Habopa MoOryT AunddepeHuupoBaThb
nepokcujasa-HonoXnTenbnble n -oTpuLaTeNbHble KPyrable KNeTkn co
CpaBHUMOII cTeneHblo poctoBepHocTn (LeucoScreen Plus; CVinua:
12%;CV,,.e,: 10%)

4. 3HaueHNs KoOHUeHTpauun Beweclsa; HOpManbHbIii 06pasel, cnepmbl He
JOMXEH cojepxatb 6onee
neiikountoB/mn.

AIL\Jlin 114ECKHE X/TIPA1CIEPNCTIIKL,

1. [nana3oH  M3MEpPeHUi: OrpaHUYeHWiA No  MUHUMANbLHOU WK
MaKcUManbHON KOHLEHTPaALNAM NEePOKCUAA3a-NONOKNUTENbHBIX KPYTAbIX
KNeTOoK, KOTOPbIe MOTYT GbITb U3MEPEHBI, HET

WAL A

5x1 O* nepokcupasza-nonoXuT €NbHbIX
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MepeBog C aHITMACKOTO Si3blKa Ha PYCCKUNA

2. BHyrpuaHanutuucckuii K03 hMUmMeHT Bapunaynm <15%
(MoBTOpPAEMOCTD)
3. MexaHannTuyeckuH koappulwcHT Bapuaymn <15%
(Bocnpon3BoaMMOCTb)
MEPbI MPEOOCTOPOXHOCTWN
PekomeHayeTcs uMcnonb3oBaHWe nepyatok. PeareHT 1 copepxut MeTaHon:

n3beraiite BAblxaHus NapoB. PeareHT2 cogepxut H202 KOppo3UOHHOE BELWeCTBO,
BbI3bIBAET 0XOTU. MoCNe KOHTAKTa ¢ KoxXeli HeMefeHHO NPOMOiiTe 3TOT yyacTok
BOAOM U MbllOM. HageBali rc 3auTHbIe 04KN / MACcKy, MeANLMHCKNe nepyarku. Bee
06paslpl CnepMbl cyuTaloTCs MOTEHUMANbHO 3apasHbiMu. Co BCeMU o6Gpaslamu
aefyeT o6palatbcs Tak, kak ecnn Gbl Yepe3 HUX MOXeT nepeAaBatbes BUY unn
renatut.  Bcerga  MCNoNb3yiiTe  CBEXMUE  HAKOHEYHMKM  MNUHETOK  Ans
NpesoTBPALLEHNs NepeKkPecTHOl KoHTaMuHauuu. He BbiGpacbiBaiite Npoaykr B
okpyXalolyto cpeay.

MPOBE1*KA MEPEA HAUATOM NCIMO/TbIOBAMWA
PeareHT 1 fONXeH cofepxaTb NPO3payHyl XUAKOCTb, He WCMonb3yiiTe Habop,
ean XNAKoCTb cTana XenToi.

MNPOBEAEHVE AHATTN3A
Mbl peKOMEHZYEM NOCMO3perb Halle AeMOHCTPaLMOHHOe BUAEO (ckayaiiTe no
CCblIKE C Hallero UHTepHeT-cailTa unu npockaHupyinte QR-koa):

1MocunTainTe KOANYECTBO KPYFAbIX KAETOK Mpu OnpeAeneHun KOHLEHTpaLHH
rmepMaTo3onf0B B TeYeHWe CTaHAapTHOro aHanusa cnepmbl. PaccuuTtaiite w
NNUWKUTE 06LLYI0 KOHLEHTPALUIO KPYTbIX KNeTOK B MUAIMOHAX HAa MUNAUNUTD,
TaKk Kak 3T0 noHagobutca ANA  pacyérta KOHLUeHTpauun nepokcujasa-
NOMOXUTENbHBIX OENbIX KDOBAHBIX KNETOK.
2LeucoScreen Plus nokasaH, ecnit KOHLEHTPaLMA KPYrNbiX KNeTOK NpeBbilwaet
IX# Ha mn.
3MoarotoBbTe pabounii pacTeop: flo6aBbTe PeareHta 1- 200 mkn. PeareHta 2 -
5mkn 1 PeareHTta 3 - 1 Mn B npo6upky dnneHzopd v TwaTtenbHo nepemewante,
3roT paboumnit pacTBop cTabuneH B TeyeHune 48 4acos, €CIM XpaHWUTb €ro npu
Temnepatype 2-8°C B 3alj Ml eHNOM OT (COTHEYHOTO) CBEra MecTe.
4 Bosbmute 10 mMkn obpasua cnepmbl 1 fo6aBbTe 20 Mkn pabouero pacTsopa.
TwarensHo nepemellaiite.
S BbifjepxuBaiitTe B TeyeHWe [ABYX MUHYT NPW KOMHATHOW TemnepaType B
TEeMHOTe.
16 Momectute 10 MKN cmecu B CepeduHy NpPeAMETHOro cTekna Mukpockona u
nobasbTe 10 mkn Pearenta 4, TwatenbHO nepemelwwaiite kpaem NOKPOBHOTO
cTeKna.

HakpoiiTe NOKPOBHbIM CTEKNOM.
18 Mopcuutaiite U knaccuuumpyinTe kpyrnoie kneTkn o6wWum konuyectsom 200
JWTyK npu 400-KpaTMOM yBENUYEHUN. TpoCKaHUPYATE pasnuyHble MONSA 3peHus
MuKpockona (xenatenbHo 20).
MpumeyaHue: B ciyyae HEKOTOPbIX 06pa3L0B CNEPMbI Bbl, BO3MOXHO, NocynTaeTe
HYXHbIM YBENTNYMTb KOHLEHTPaLNI0 KPYrAblX KNeTok Ansa obneryeHns nogcyeta.
:Ana atoro npoueHTpudyrupyiite obpasel B TeyeHue 15 MuHyT npu 3509 #n
[«cycneHpmpyiiTe ocagok,
B cnyyae O4YeHb BbICOKOW KOHLEHTpPauuW KpYrnbiX KNeTOK Takke BO3MOXHO
passecT o6pase B cpege FertiCult Flushing.

PACHET KOHLIEHTPAUUW MNEPOKCHAA3A-HONO/CHKObHbIX
BLIbIX KPOBAIHbIX K/TIETOK

+ PaccuuTaiite nponopuuio
cnegytoweii dpopmyne:

nepokcnpasa-nonoXuTenbHblX KAETOK No

NPOMNOPUMNA MONOXUTENbHBIX KPYT/IbIX KNETOK =

Konuyectso MONOXUTENbHbBIX Kpyrabix KneTok
(Kon-8o MONTOXUTENbHbBIX kpyrneix knetok + Kon-so OTPULATENIbHbBIX Kpyrabix Knetok)

. Tenepb paccunTaiiTe KOHLEHTPALMIO NePOKCUAA3a-NONOKNTEbHbIX
GenblX KpOBSIHBIX KIeTOK B 06pasLe cnepmbl no creayloleil gpopmyne:

KOHUEHTPALWNSA (Mmnn/mn) =

Mponopuua NONOXUTENbHBIX KPYTAbIX KNETOK X 061 as KOHYeHTpaLus
KPYrabl X Knetok

Mpumep:
O6was KoHuclnpannsa kpyrabix kKNeTok - 2 MAH/MA (onpedeneHa B xofe
aHanM3a Ha KOHLeHTpaLuio cnepmaTo3onjos)
Mpu nomouwn Habopa LeucoScreen Plus 120 kpyrabix kneTok
HAewnduLMpoBaHbl Kak nofoxuTenbHole n 80 - kak oTpuLaTenbHble

. - 0,6

(120+80)

KoHUeHTpayms nepokcuaasa-nonoxXmTenbHblX 6€1biX KpOBAHbLIX KNeToK =
0,6 x 2 MAH/MA = 1,2 MAKH/MA

Mponopuyns NONOXKUTENbHbBIX KPYTNbIX KNETXX =
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A3bIK
YCnoBunA XPAHEHWA, TPAHCMNOP3 NPOBKWN 1 HCHOJ/Ib3OBAUNHA
N3JENNA

XpaHuTe peareHTol npu Temnepatype 2°C-25°C. BO3MOXHa TpaHCNOpTUpOBKA
AN KpaTKOCPOYHOE XpaHeHWe Npu NOBbIWEHHON TemnepaTtype (40 5 AHell npu
37°C). Hc nopBepraiiTe 3amopo3ke. XpaHuTe B 3alWNLWEHHOM OT (COMHEYHOTO)
cBeTa Mmecre. Habop ctabuneH B TeyeHuMe HC MeHee 12 mecsAues c pjartsl
npou3BoOACTBa (faxe nocne BCKPbITUA). He ncnonb3yidTe nocne ucTevyeHns cpoka
rOAHOCTH, yKa3aHHOro Ha 3TWKeTke. Bcergja pepxute (nakoHbl NAOTHO
3akpbiThiMU. Pa6ounii pacTBOp MOXHO XpaHWTb [0 48 uvacoB npu 2-8°C B
3al WU EHHOM OT (CONHEYHOrO0) CBETa MecTe.

3penna, xpaHnBlwneca ¢ HapyweHneMm TemnepaTypHOro pexuma, npuMeHeHuo
He mognexar.

Orraimnyenna METO4A

[ aHHbl i Tecr ABnaetTca BCnomorate/ibHbIM WHCTPYMEHTOM npu
AVArHOCTUPOBAaHUN MYXCKOT0O Gecnnogmua, u, kak v B cnyyae C pgpyrumu
6uonornyeckumu Tecramum, WHTepnpetTauunsa pe3ynbtatos ARONXHa

OCYW ecTBNATLCA B pamMkax KNWHMYECKOH KapTWHbl W faHHbIX c6opa aHamHesa.
LeucoScreen Plus okpawuBaeT TONbKO nepokcupasa-nonoxutenbHole BKK,
npouyue Tunbl BKK (Hanp., numdounTbl 1 MOHOLMUTHI) UM He 06HapyxusatwTcs, C
APYroii CTOPOHbBI, WMeTCA faHHble O TOM, 4YTO npeBanupyloleii dopmoit

nelikoyntos B o6pasyax cnepmbl  4enoseka ABNAKNTCA Nepokchjasa-
NONOXUTENbHbIE NERKOLNTI.

YTUNNN3AUNA

Mpu wucnonb3osBaHuu Habopa B KAUHWUKO-AMarHocTA4eckoit nabopatopuu
obpasyloTcs OTXOAbl laiaccoB A H B, KoTOpble Knaccupuuupywtcs u
yTUAM3NpyoTca B cooTBeTCcTBMM C TpebosaHnamn CanluH 2.1.7.2790-10

"CaHuTapHo - annacMuonolunyeckne TpebosaHna k obpaleHnio c MeAULUHCKUMN
oTxogamn".

Mocne ncnonb3oBaHus Habopa, NPOCPOYEHHbIE U HEUCNONb3OBAHHBIE peareHThl
0THOCATCA Kk knaccy B W yTunusmpywTca B COOTBETCTBUM C TpeboBaHUAMU
CauluH 2,1,7.2790-10.

YnakoBka Habopa peareHToB (KOpo6kNW) nocne MCNONb30BaHWUA NO Ha3HAYEHUID,
OTHOCUTCA K 0TX0AaM knacca A M yTUAM3MPYyeTCA BMeCTe C GbITOBLIMI OTX0AaMu.

rapaHTuinHb e OBA3ATE/IbCTBA

3roToBMTENb TrapaHTUpyeT, 4TO MNPOAYKUMA COOTBETCTBYyeT Tpe6oBaHuUAM,
3afBMEHHbIM M3TOTOBUTENEM, PN YCNOBMIN COGNIOAEHNA NPaBUA UCNONb30OBAHUA,
TPAHCNOPTUPOBKM W XpaneHus.

Mpn BO3HWKHOBEHWM BOMPOCOB MO KayeCTBy MefWLUHCKOrO W3fennsa cnepyet
obpawjatbCa kK yNONHOMOYEHHOMY NpejCcTaBUTENI0 Ha Tepputopun Poccuiickoit
depepaunn: 000 «deppoTpacT», Poccusa, Ekatepunbypr, yn. Kapna Mapkca, g.
8od¢.4M,

YNAKOBKA
Ha6opbl LeucoScreen Plus ynakoBaHbl B KAPTOHHbIE KOPOGKN.

KOAbl 3AKA3A NMPOAYKL N
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FertiPro N.V. (beptullpo H.B.), Wunyctpuenapk Hopp 32,
8730 bupHem, benbrus.

Be6; http://lwww.fertipro.com

3n. nouta: info(2)fertipro.com

YNONHOMOUYEHHbBIN NPEACTABLW ENb B POCCUN
(X0 «®eppoTpacT», yn. Kapna Mapkca, g 8

ouc 411, 620026, EkaTtepuHbypr,

Poccus, Ten.: 8(343)26940-45,261-60-29,

an.noyta: ftrust96 @ mail.ru C €

MepeBof C aHIMNIACKOTO A3blKa Lla PYCCKUIA S3blK BbINONHEH MHOiA, nepeBoAYMKOM EpmakoBoii Hage>k Aol ANneKCeeBHOIA.
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Poceniickan @eaepaunn

I'opoa Ecarepunbypr Ceepanonckoil ofnacrn
BocemnaanaToro Hosbps ase ThICK 1t AEBATIHAZUATOrO roAa

. flonomapesa Daned PapenserHa, BpEMEHHO MCHOAHAIOWAR 06A3AHHOCTH HOTapuyca ropoaa Exatepunbypra
dununnosoi Onbru BnaaHMMpPOBHBHI, CBHACTENALCTBYHY (GANHHHOCTE MOANKHCH Nepeofudxa Epmakogoit Hanexar
AneKkceennsl.

TMoanucs caenana 8 MOEM MPHCYTCTBHU,

JluuHocTe NnoANHcaBIWER AOKYMEHT YCTAHOBACHA.

3apeructpuposao & peectpe: Ne 66/201-n/66-2019-20-450.
Basickano rocyaapcTeeHHoit nownuuel (no rapudy):. 100 py6. 00 kon.
VnnaueHo 1a okasaxue yc:Iyr npaBoBOre ¥ TeXHUYeckoro xapakrepa: 540 py6. 00 xon.
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