Instruction for use for the medical device:
Sil-Select Plus — Density gradient kit for sperm preparation
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Sil-Seleet Plus
Density gradient kit for sperm preparation
Doc. reference: FP09 LU ROI A.2_Rus
Update: 21/05/2021
For professional use only

Sil-Select Plus is a ready-to-use density gradient kit for
sperm preparation by centrifugation.

Kit is used during semen preparation for the separation of
motile sperm from immotilc spermatozoa and other cell
types present in human sperm and seminal plasma.
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Kit is used in combination with intra uterine |nsem|nat|on
(IU1), in vitro fertilization (IVF) and intracytoplasmatic
sperm injection (ICSI).

Kit is used in specialized hospital laboratories by
laboratory technicians, embryologists, medical doctors
applying Assisted Reproductive Technologies (ART).

The followinggradienLs are available:

- Sil-Select Plus Upper layer (45%)

- Sil-Select Plus Lower layer (90%)

Sil-Select Plus gradients consist of silane-coated colloidal
silica particles suspended in HEPES-buffered EBSS
(Earle’s balanced salt solution) supplemented with 0.4-
2.2 ¢/1 human serum albumin.

Some product codes contain Washing/ Insemination
medium, which is a ready-to-use HEPES-buffered
medium that contains bicarbonate, physiologic salts,
glucose, lactate and human serum albumin (4 g/1).
Modifications with addition of 10 mg/1 gentamicin and
phenol red are available.

List of various configuration®variants of the medical
device that are available:

Radl.aanke Co=airtion \dune
SEe -8dlHdatLs 8c5Snh

B2 4 8&nh

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

SRS -ZdG et Hus 2&0nh

SFRIGFS -29sdexFcs 207h

S 2d:9] -IxSlidaetFis <%oinh

SHCD -Ixg-daetFiis™ b< XOnh

Single bottles of Sil-Select Plus can be ordered
separately.

<<

3cc syringes with 1 1/2” 21 g needle
Centrifuge (must be able to operate for up to 30
minutes at 400 g)

Incubator or water bath at 37°C (optional)

LAF bench (ISO Class 5)
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Sil-Select Plus Upper layer, Sil-Selecl Plus Lower
layer:
Chemical composition
pH: 7.20-7.90 (Release criteria: 7.20-7.60)
Osmolality: ~ 280-310 mOsnVkg (Upper layer)
290-330 mOsm/kg (Lower layer)
ITensity: 1.1050-1.1150 g/ml (Lower layer)
Viscosity: < 1.65 cP (Lower layer)
Endotoxin: < 0.5 EU/ml
Sperm Survival test: > 80% survival after 4 hours
exposure of density selecftd spermatozoa to the test
medium; > 75% survival after 24 hours exposure of
density selected spermatozoa to the test medium
Not MEA tested
A certificate of analysis and MSDS are available
upon request

Washing/ Insemination medium:

Chemical compo.silion

pH: 7..30-7.90 (Release aiteria: 7.30-7.60)
Osmolality: 270-290 mOsm/kg

Endotoxin: <0,25 BU/ml

Mouse Embryo Assay (blastocysts after 96h): > 80%
after 60 minutes exposure (zygote stage)



¢ Use of Ph Eur or USP grade products if applicable
¢ Acertificate of analysis and MSDS are available
upon request

Sterility: sterile (SAL U)"N)

O Sterilized using sterile filtration.

The g-force of your centrifuge can be calculated using
this formula:
g = L1 18 Xr Xrpm2 or rpm = Square root {g/ (1.118 x

r = radius of centrifuge in mra
rpm = rotations per minute / 1O

« Example 1
r= 100 mm
rpm = 1800 rotations per minute
g = 1.118 X100 X3.24 = 362 g

¢ Example 2
r=1(t0Omm
g =3509
rpm = SQR {350/ (1.118 x 100)} = 1.77
rpm = 1770 rotations per minute

opened or defect when the produa is delivered.

Do not use the product if it has changed color or
shows any evidence of microbial contamination.

Mix the density gradient bottles by 5 botde inversions
before use.
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Store between 2-25°C before first use, once opened at
2-8°C.

Store kits containing gentamicin between 2-8°C.
Shelf life: 18 months from date of manufacture
Open and close bottles under aseptic conditions (e.g.
LAE bench, ISO Class 5)

The products can be used up to 7 days after opening,
when sterile conditions are maintained, and the
products are stored at 2-8°C

Use at room temperature (20-25°C) or at 37°C,
extreme humidity should be avoided

Do not freeze

Keep away from sunlight

Do not use after expiry date

Content cannot be re-sterilized after opening
Transport .stability: maximum 5 days at elevated
temperature (< 37°C)

- Aseptic technique should be used to avoid possible
contamination, even when the products contain
gentamicin.

- All blood products should be treated as potentially
infectious. Source material used to manufacture this
product was tested and found non-reactive for HbsAg and
negative for Anti-1IIVH/-p;"HIV»1, IIDVrand lICV:
Furthermore, source material has been tested for
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parvovirus B19 and found to be non-elevated. No known
test methods can offer assurances that products derived
from human blood will not transmit infectious agents,

- Standard measures to prevent infections resulting from
the use of medicinal products prepared from human blood
or plasma include selection of donors, screening of
individual donations and plasma pools for specific
markers of infection and the inclusion of effective
manufacturing steps for the inactivation/removal of
viruses. Despite this, when medicinal products prepared
from human blood or plasma are administered, the
possibility of transmitting infective agents cannot be
totally excluded. This also applies to unknown or
emerging viruses and other pathogens. There are no
reports of proven virus transmissions with albumin
manufactured to European Pharmacopoeia specifications
by established processes. Therefore, handle all specimens
as if capable of transmitting HIV or hepatitis.

- Always wear protective clothing when handling
.specimens.

- Products that include gentamicin should not be used on
a patient that has a known allergy to gentamicin or
similar antibiotics.

Instruction for use with fresh semen samples

1. Bring all (»mponents of the system and samples to
room temperature or to 37°C.

2. Transfer 2.5 ml of Sil-Select Plus Upper layer into a
sterile disposable centrifuge tube.

3. Using a 3cc syringe with a 1 1/2” 21 g needle, place
2.5 ml of Sil-Select Plus Lower layer under the Upper
layer. Take care that the two layers are distinctly
separated. This is done by placing the lip of the
needle on the bottom of the test tube and slowly
dispensing the Sil-Select Plus Lower layer. This two
layer gradient is stable for up to two hours.

4. Gently place up to 2.5 ml of liquefied semen onto the
L~per layer using a transfer pipette or .syringe.

5. Centrifuge for 15 to 18 minutes at 350 g to 400 g.
When this centrifugation is completed you may not
be able to visibly see a pellet, if so, it is essential to
continue the procedure with a second centrifugation
of 3 to 5 minutes.

6. Remove supernatant down to the pellet.

7. Using a syringe, add 2-3 ml of sperm washing
medium and re-suspend the pellet.

8. Centrifuge for 8 to 10 minutes at 3(X) g. Higher sperm
concentration will require the maximum 10 minutes
centrifugation to ensure a complete and thorough

sperm wash.
9. Remove supernatant down to the pellet and repeat
steps 7 and 8. Y%

10. Remove supernatant and replace with a suitable
volume of appropriate medium.

Instructions for use with frozen semen samples

1. Bringall components of the kit and samples to rcioT
temperature or to 37°C.

2. Transfer 1 ml of Sil-Select Plus Upper layer into a
sterile disposable centrifuge tube.

3. Using a 3cc syringe witha 1 1/2” 21 g needle, place 1
ml of Sil-Select Plu.s Lower layer under the Upper
layer. Take care that the two layers are distinctly
separated. This is done by placing the tip of the
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dispensing the Sil-Select Plus Lower layer. This two-
layer gradient is stable for up to two hours.

4. Gently place the thawed semen sample onto the Sil-
Select Plus Upper layer using a transfer pipette or
syringe (0,5 ml maximum).

5. Centrifuge for 15-20 minutes at 350 g.

6. Remove supernatant down to no less than the 0.5 ml
mark above the pellet.

7. Using a syringe, add 2-3 ml of sperm washing
medium and resuspend the pellet.

8. Centrifuge for 8 to 10 minutes at 300 g.

9. Remove supernatant down to the pellet and repeat
steps7and 8. ’

10. Remove supernatant and replace with a suitable
volume of appropriate medium.

If samples do not liquefy and therefore do not pass
through the layers, increasing the centrifugal force up to,
but no more than, 500 g will help to separate the sperm.

When a waste of Class Aor B is formed during the use of
the kit in the clinical diagnostic laboratory, this waste
should be classified and disposed in accordance with the
requirements of SanPiN 2.1.3684-21 "Sanitary and
epidemiological requirements for maintenance of the
territories of urban and rural settlements, for water
bodies, potable water and potable water supply, air, soils,
living quarters, operation of industrial, public premises,
organisation and implementation of sanitary and anti-
epidemic (preventive) measures".

Used, expired and unused Sil-Select Plus belong to class
B and disposal .should occur in accordance with the
requirements of SanPiN 2.1.3684-21.

Packaging of Sil-Select Plus (box) after intended use
belongs to class A waste and should be disposed in
accordance with the requirements of SanPiN 2.1.3684-21.

FertiPro N.V.

Industriepark Noord 32,8730 Beernem,
M I Belgium

Tel +32 (0)50 79 18 05

Fax+32 (0)50 79 17 99

URL: www.fertipro.com

E-mail; info@fertipro.com

FertoTrusl LTD, Karl Marks str., d. 8
office 411, 620026, Ekaterinburg,

Russia, tel.: 8(343) 269-40-45,261-«-29,
e-mail; ftrust96@mail.ru
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MepeBOf C aHIIMIACKOIO A3blKa Ha PYCCKUI A3bIK

VIHCTPYKLMSA NO NMPUMEHEHNIO MEAULMHCKOTO U3aenmns:

Hab6op rpagneHToB NNOTHOCTU ANnA noarotoBku cnepmsbl Sil-Select Plus

[W Tamn:]

Hunxenoanucaswmnitca Hotapuyc ropoga Antep
Posnb MoHpfgenaepc HacToAW UM
CBUAETeNbCTBYET, UTO NOANUCH, NOCTaBAeHHan B
ero NPUCYTCTBUU, NpUHagnexut C_seHy_

Kuwxaunpa

[Kpyrnas neyaTb: Poanb MoHpaenaepc, HoTapuyc *9880AnTep]

Inognuces!
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MepeBOoA, C aHT/INACKOIO A3blKa Ha PYCCKUN A3bIK

Habop n*agneHToB NJIOTHOCTU A8 NOATOTOBKMW CrEpPMbI
1D pokymeHTa: FP09 113 RO1 A.2_Rus

O6HoBneHMe; 21/05/2021

TonbKo Ang NpodeccuoHanbHOro NCnonb3oBaHns

Sil-Select Plus - 370 roToBbIli K MCNONb30BaHWIO Habop
rpagveHTOB MNOTHOCTMW 415 NOATOTOBKW CNepMmbl
MeTOLO0M LLeHTPU(YrMpoBaHus.

wwr
Ha6op ncnonb3yeTcs Xo4e NOATOTOBKYU CepMbl ANs
OTZeNeHns NOABMXKHbIX CNepMaTo30Mg0B OT
HEMNoABUXHbIX 1 APYTUX TUNOB KNETOK, MMEIoLUXCca B
crepMe M CeEMeHHOIi nna3me yenoBeka.

FIVVMCckMJyiMki

HenpumeHunmo.

|
Ha6op ncnonb3yetcs B COUETaHWN C BHYTPUMATOUYHOM
MHCceMUHauwuei (BMW), skcTpakopnopanbHbIM
onnogoTteopeHunem (3KO) n MHTpaumuTonnasmaTnyeckoi
MHbeKUMel cnepmaTo3onga (MKCW).

Ha6op ncnonb3yertcs TexHMKamu-nabopaHTamu,
ambpuonoramu, Bpayamu, 3aHMMal L MMUCS
BCMOMOraTenbHbIMU PeNPOAYKTUBHLIMU TEXHONOTUAMU
(BPT), B cneunann3mpoBaHHbIX naboparopmax npu
601bHULAX.

FAB
MpepacTasneHbl cnefytoLine rpafueHThbl:
- Sil-Select Plus Upper layer (rpagueHT BepXHero cfos)
(45%)
- Sil-Select Plus Lower layer (rpagveHT HWXHEro cnos)
(90%)
paguneHTbl Sil-Select Plus cocToAT U3 KONNOMAHBIX
KPeMHMeBbIX YacTuL, MOKPbITbIX CUNAHOM,
cycneHaupoBaHHbiX B HEPES-6ydepusnposaHHoM
cbanaHcupoBaHHOM CO/IEBOM pacTBope Jpna c
no6asneHunem 0,4-2,2 r/n 4enoBe4yeCcKOro CbIBOPOTOUYHOIO
anbbymunHa.

HekoTopble KOAbl NPOAYKTOB COAepPXaT cpeay Ans
npombiBKU/ nHcemuHaumm (Washing/ Insemination
medium), SBNAKOLWYHOCS TOTOBON K UCMO/b30BaHUIO
HEPES-6ythepun3npoBaHHoOii cpefoli, KoTopas Takxe
COZIEPXUT ABYYINIEKNCAYIO COMb, (DU3NONOTNYECKNE
COANW, TAKKO3Y, NakTaT ¥ YeNOBeYECKUI CbIBOPOTOUHbIN
anbbyMuH (4 r/n). JocTynHbl MoAudUKalymm ¢
po6asneHvem 10 Mr/n reHTaMuLMHa U heHON0BOT0
KpacHoro.

W TEPNAIW,
HABOPA

CnNUCOK PasNUUHbIX AOCTYMHbIX
KOH(MTypayuii/BapuaHToB MeULUHCKOTO N3LeNns:

Kog OnucaHune O6bem

npoaykTa

S1P008 - 8x Sil-Select Plus Upper layer 8x 2,5
(S1P025UP) - 'pagueHT BepxHero MA
cnost
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OTpenbHble hnakoHbl Sil-Select Plus MoryT 6bITb
3aKasaHbl N0 OTAENbHOCTH.

COAALVIEB Mae

L npuybl Ha 3 cv” ¢ urnoit 1 1/2” 21G

LleHTpudyra (4o/mKHa UMeTb pexxum paboTbl 4o 30
MUHYT Ha 400 @)

MHKy6aTOp unm BogsHas 6aHsa Ha 37°C (no Bbibopy)
NamuHap-6okce (ISO knacc 5)

W SSlw T w T T rw
Sil-Select Plus Upper layer, Sil-Select Plus Lower
layer:
XumMunyeckuii coctas
pH: 7,20-7,90 (kpuTepuu Bbinycka: 7,20-7,60)
OcmonsanbHocTh: 280-310 mOcm/kr (Upper layer)
290-330 mOcMm/kr (Lower layer)
MnoTHOCTL: 1,1050-1,1150 r/mn (Lower layer)
BA3kocTb: < 1,65 cl (Lower layer)
SHAOTOKCUHbLI: < 0,5 E3Q/Mn
TecT Ha BbI)XMBAEMOCTb criepmaTo3onos: > 80%
BbIXXMBAEMOCTU Moc/e 4 4acoB 3KCNO3MLUN
0TO6pPaHHbIX MO MJIOTHOCTU CNepMaTo30MA0B B
TecToBOW cpeae; > 75% BbXMBaeMoCTu nocne 24

EPMAKOBA!.



MepeBOoA, C aHINMUNCKOTO A3blKa Ha PYCCKUIA A3bIK

4acoB 3KCMO3NLMMN 0TOBPaHHbIX MO MAOTHOCTH
cnepmaTo30M0B B TECTOBOI cpeae
e He TecTupyetcs Ha ambpuoHax mbieir (MEA)
e CepTudumkar aHanmsa n nacnopT 6e30macHoCTu
mMaTepnanos NpejocTaBnAlTCA NO 3anpocy

- Washing/ Insemination medium

e XUMUYecKuit coctas

e pH: 7,30-7,90 (kpuTepwuii Boinycka: 7,30-7,60)
e OcmonanbHocTb: 270-290 mOcm/Kr

¢ ODHOOTOKCUMH: < 0,25 ES/Mn

¢ WccnepgoBaHue Ha aMbpuoHax mbiwm (MEA)
(6nactouucTbl nocne 964.): > 80% nocne 60 MUHYT
aKcnosmuuu (CTaguns auroTbl)

e lWcnonb3oBaHue NPOAYKTOB, BEPUPULMPOBAHHBIX Ph
Eur nnn USP, ecnv npuMeHMmo

¢ CepTudmkar aHanmsa u nacnopt 6e30nNacHoOCTK
maTepuanos NpefocTaBAAlTCA No 3anpocy

CTepunbHOCTbL: cTepunbHO (SAL 10%)

STERLE A  CTepunn3oBaHo ¢ ucnonb3oBaHuem
CTEPUNLHON QUALTPaLUU.

YcKopeHuve Ballei LeHTPUQYrn MoXHO paccuuTath,
MCMNONb3ya Cnefyouy hopmyny:

g = 1,118 Xr XrpT2 unv rpm = KBajpaTHbIil KopeHb {g/
(1,m8xr)}

rge r = paguyc LeHTpUdyrm B Mm

rpm = 060poTbl U MUHYTY /1000

e Tlpumep 1
r= 100 mm
rpm = 1800 060pOTOB B MUHYTY
g= 1,118 X100x3,24 = 362¢g

e Tpumep 2
r= 100 mm
g = 3509

rpm = KB.KOPEHb {350/ (1,118 x 100)} = 1,77
rpm = 1770 060p0OTOB B MUHYTY

He ncnonb3yiiTe NpoAyKT, ecniv nnom6a KoHTeliHepa
BCKpPbITA WU NOBPEX/AeHa BO BpeMs fOCTaBKU
npoaykra.

He ncnonb3yiiTe NpoAyKT NpU U3MEHEHWUU LBETa UK
npy HaMYMM NPU3HAKOB MUKPOGHOI
KOHTaMMHaLWK.

Mepea NCMONb30BaHWEM MepeMellaliTe COLepXUMOe
(hNakoHa ¢ rpagMeHTOM NAOTHOCTM, NepeBepHys
(hnakoH BBepX AHOM 5 pas.

MHucnoptuposALL BHWWKNA 1

XpaHuTb Npu Temnepartype 2-25°C nepeg nepsbim
MUCNo/fib30BaHWeM, a nocne BCKPbITUA - npn 2-8°C.
XpaHuTb Habopbl C reHTamuuuHOM npu 2-8°C.
CpoK xpaHeHuna: 18 mecsLeB € 4aTbl N3rOTOBMIEHNA
OTKpbIBaTb W 3aKPbIBaTb (PIAKOHbI B aCENTUYECKNX
ycnosuax (Hanp., namnHap-6okc, 1SO knacc 5)
MpoAyKTbl MOXHO MCNONb30BaTb B TeHeHWUe 7 AHel
nocne BCKPbITUS YNAKOBKMN Npu yCNoBUK

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

co6M0AeHNS YCNOBWIA CTEPUNLHOCTH U XpaHeHUs
npu temnepartype 2-8°C

e licnonb3oBaTb NpyM KOMHATHOI TemnepaType (20-
25°C) unu npu 37°C, usberas ycnosui
9KCTPEManbHOl BNaXHOCTH

¢ He nopgsepratb 3aM0po3Ke

e bepeyb OT COMHEYHOrO CBETA

e He ucnonbayiiTe Nocne OKOHYaHWS CPOKa rOAHOCTM

e CojgepXxumoe Henb3s nogsepratb NOBTOPHOM
cTepunmn3aumm nocne BCKPbITUA

e CTabunbHOCTb NPY TPAHCMOPTUPOBKE: MAKCUMYM 5
[Hell npu noBblilWeHHOM TemnepaType (<37°C)

.............................................................. =~ 3

- B Lenax npefoTBpaLLeHns BOSMOXHOW KOHTaMUHaLUu,
flaxke ecnu NPOAYKT COAEPXUT reHTaMuLmH, cnegyer
NPUMEHATb acenTUYECKNE TEXHUKN.

- Co BCemMu NpoayKTamMmu Ha OCHOBe KpOBU cregyet
obpalyaTbCa Kak ¢ MoTeHLUNaNbHO 3apa3HbiMu.
McxoaHbll maTepuan, MCNoNib3yemblil 4N NPOU3BOACTBA
[aHHOT0 NpoAyKTa, 6bl71 MPOTECTUPOBAH U HE NoKasan
peakLuun Ha NOBEPXHOCTHbIV aHTUTeH renatuta B,
NPOLEMOHCTPMPOBAN OTPULLATENbHbIA pe3ynbTaTt Ha
aHTuTena Kk BUY-1/-2, BUY-1, supycy renatuta B un
Bupycy renatuta C. Kpome T0oro, UCX0AHbIN MaTepuan
6611 NpoTecTMpoBaH Ha napsosupyc B19 u He
NPOAEMOHCTPMPOBAN NOBbILIEHHbIX 3HAYEHUA. Hu ofuH
13 N3BECTHbIX METOA0B TECTUPOBAHUA Hb MOXeT
rapaHTUpoBaTb TOr0, YTO MPOAYKTbI, U3FOTOB/EHHbIE Ha
OCHOBE KpOBU YefioBeka, He 6yayT nepefasaTb
B036yauTeneit nHpekymu.

- CTaHfiapTHbIe Mepbl N0 NPeAoTBpaLLeHnto
MH(PULNPOBAHUSA, CBA3AHHOTO C UCMNO/b30BAHNEM
MeAULMHCKUX MpenapaTos, U3roTOBEHHbIX U3
4eno0BeYeCKOW KPOBW WAK NNasmbl, BKAOYAOT 0T60P
[LOHOPOB, CKPUHWHTI OTAeNbHbIX 3a60pOB KPOBMW 1 NYN0OB
nnasmbl Ha creunduyeckue mapkepsl MHMeKLUN 1
npuMeHeHne 3t HeKTUBHbLIX NPOU3BOACTBEHHBIX Mep Mo
MHaKTMBauuu/yaneHno Bupycos. HecMoTps Ha 3To, npu
NPUHATUN MEAULIMHCKNX NpenapaTos, U3rOTOBMIEHHBIX U3
4en0BEYECKON KPOBU UNKN NNa3Mbl, BO3MOXHOCTb
nepefayv MHHEKLMNOHHbIX areHToB He MOXeT 6biTb
UCKNIOYeHa MOMHOCTbI0. DTO TaKXe MPUMEHUMO K
HEen3BECTHbIM WM HOBbIM BMPYCaM W WHbIM NaToreHam.
HeT noATBepX/eHHbIX Cly4aes 0 nepefaye BUPYCOB C
anbbyMUHOM, N3rOTOBMAEHHbIM MO CrieyudpuKaLnam
EBponeiickoii ®apmakonen B COOTBETCTBUU C
YyCTaHOBMIEHHbIMY MpoLieccaMmu. Mo3TomMy co BCeMu
obpasuamun cnefyet obpalatbcs TaK, Kak ecnu 6bl yepes
HUX Mor nepefasatbcs BUY nnu renatur.

- Mpwn paboTe c o6pasLamu Bcerfa HageBanTe 3aWUTHYO
ofiexnay.

- MpoAyKTbI, UMEOL e B COCTABE FeHTaMULUH, He
[OJDKHBI UCMOMB30BAaTHCA Ha NaLueHTax, y KoTopbixX
UmeeTcs NOATBEPXAEHHAA anneprus Ha reHTaMULUH Um
aHanornyHble aHTUGNOTUKMN.

wrroLm

WHCTpYKLMA Mo npuMeHeHUto npu paboTe ¢

obpasuamu cBexen cnepmbl

1 [oBeguTe BCe KOMMOHEHTbI CUCTEMbI U 06pas3Lbl A0
KOMHATHOI TemnepaTypbl unm go 37°C.

2. Momectute 2,5 mn Sil-Select Plus Upper layer
(BepxHWii cnoil) B 0fHOPa30BY0 CTEPUNBHYIO
LEHTPUGDYXHYIO NPOBUPKY.

3. Vcnonb3ys wnpuy Ha 3 cM” ¢ urnoid | 1/2” 21G,
nomectute 2,5 mn Sil-Select Plus Lower layer
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MepeBof C aHI/IMNCKOrO A3blKa Ha PYCCKNIA A3bIK

(HwxHWIA cnoid) nog Upper Layer (BepxHuid cnoi).

O6patnTe BHUMaHWE Ha TO, YTO 3TU fiBa CNOSA Mpu ob6pasoBaHMM OTX0A0B KnaccoB A wnu B B xofge
[OKHBI 6bITb CTPOTrO pasfenieHbl. 3TO gocTuraercs MCnonb3oBaHMs Habopa B nabopaTopum, 3aHUMaloLLeincs
nyTeM MOMELLEeHNS KOHYMKA UMbl HA JHO NPOGUPKK KNWHUYECKOW AWarHOCTUKON, Takue OTXOAbl [OMKHbI
1 MefiIEHHOTO0 BbIfjaB/IMBAHNA U3 LUNPULA HUXKHETO Knaccuuumuposartbcs n yTUNM3npoBaTbCs B
cnoa Sil-Select Plus Lower layer. [1Ba cnos COOTBETCTBMM C TpeboBaHMaMKU CaHluH 2.1.3684-21
rpagueHTa ctabunbHbl 40 ABYX Yacos. "CaHuTapHo-3anuaemMuonornyeckmne TpeboBaHUs K

4. AKKypaTHO nomecTuTe 2,5 M1 pa3xvKeHHON COlEPXaHWIO TEppUTOPUIA  TOPOACKUX WU CENbCKUX
CrepMbl Ha BEPXHUI CNOW, MCNONb3yA noceneHuni, K BOAHbIM 06bekTam, NWUTLEBOW BOAe W
MUKpPONUMNETKY ANs nepeHoca nav wnpuu,. NUTbEBOMY BOJOCHabXeHU0, aTMOCHEPHOMY BO3AYXY,

5. LUeHTpudyrupyiite B TeueHune 15-18 MuHyT npu 350- noysam, XUNbIM nomeLLeHnsm, KcnayaTaymm
400 g. Mo 3aBepLUIeHNN LeHTPUPYrnpoBaHus, NPON3BOACTBEHHbIX, 061U, eCTBEHHbIX nomeLLeHuni,
BO3MOXHO, 0CafjoK He byfeT BuieH. B Takom cnyuvae opraHusauum " npoBefeHnto caHUTapHo-
BaXXHO MPOAO/KUTL MpoLefypy U NPOBECTU BTOPOe NPOTMBO3NNAEMUYECKNX (npodhmnakTMYecKnx)
LeHTpUdyrupoBaHue NPoLoMKNUTENBHOCTBIO OT 3 [0 MeponpuATuA®.
5 MUHYT. Mcnonb3oBaHHbIe, BblllegLine No CPOKY rofHOCTN 1

6. Ypanute cynepHaTaHT 40 OcCajKa. Heuncnonb3oBaHHble Habopbl Sil-Select Plus npuHagnexar

7. Wcnonb3ys wnpuu, fo6aBbTe 2-3 M cpefbl AN K Knaccy B, yTWnAn3mpyoTcs B COOTBETCTBUM C
NPOMbIBKM CMepMbl U pecycneHanupyinTe ocajok. TpeboBaHuamMu CaHlMuH 2.1.3684-21.

8. LUeHTpudyrupyiite B Teyenne 8-10 munyT npu 300 g. Ynakoska Sil-Select Plus (kopo6ka) nocne ucnofib3oBaHus
Haunbonblias KOHLEHTpaLma cnepmsl JOCTUraeTcs N0 HasHa4YeHUo NPUHAANEXUT K 0TX0faM Kriacca A,
npu 10-MUHYTHOM LeHTPU(YrpoBaHnm, 4To YTUNN3NPYETCA B COOTBETCTBUM € TpeboBaHUAMM CaHlMnH
rapaHTUpyeT MosHOe 1 TuiaTeSIbHOE MPOMbIBaHME 2.1.3684-21.
cnepmbl.

9. YpanuTe cynepHaTaHT [0 ocajjka 1 MOBTOPUTE Larun
7n8. FertiPro N.V. (®epTulpo H.B.)

10. YpanuTe cynepHaTaHT 1 3aMecTUTe ero NHaycTprenapk Hopga, 32, 8730 bupHem,
COOTBETCTBYIOLMM 06bEMOM MOAXOAALLENA Cpefbl. M1 Benbrus '

Ten. +32 (0)50 79 18 05

WHCTpYKUMA No NpUMeHeHUIo npu paboTe ¢ dakc +32 (0)50 79 17 99

obpasuamm 3aMOPOXKEHHON cnepMbl Be6; www.fertipro.com

1. [oseanTe BCe KOMMOHEHTLI Habopa 1 06pasLbl A0 An.noyuta: info@:fertipro.com

KOMHaTHOI Temnepatypbl nau go 37°C.
2. NMomecTtute 1mn Sil-Select Plus Upper layer
(BepXxHMiA cnoii) B 0AHOPa30BYH0 CTEPUNbHYIO - -

LLEHTPU YXKHYIO NPO6UPKY. 000 «®eppoTpacT», yn. Kapna Mapkca, a. 8

3. Wcnonb3ys wnpuy Ha 3 cM™ ¢ urnoid 1 1/2”7 21 g, otuc 411, 620026, EkaTepuH6ypr,
nomectute 1 mn Sil-Select Plus Lower layer Poccus, Ten.: 8(343) 269-40-45,261-60-29,
(HwXxXHWIA cnoii) nog Upper Layer (BepxHuid cnoid). an.nouta: ftrust96@mail.ru

O6paTnTe BHUMaHME Ha TO, YTO 3T ABa Cos
LOMKHbI 6bITh CTPOTO pasfenieHbl. T AoeTUraeTcs

MapkupoBka B cooTBeTcTamu ¢ ISO 1S223-1
nyTeM NoMeLLeHnsl KOHYMKA UMbl Ha JHO NPOGMpKU

1 MeANEeHHOr0 BbIAABANBAHNS W3 LLINPULLA HUXKHETO REF Homep no LOT Kog naptumn
cnos Sil-Select Plus Lower layer. [1Ba cnos Katanory
rpafvieHTa cTabuNbHbI [0 [BYX YacoB. Mcnonb3oBarb M3roToButenb

4. AKKypaTHO nomecTuTe o6paseL, pasMOpPOXEHHOA 1o...
CI'IEE)MbI Ha Sil-Select Plus Upper layer (BepxHuii He ponyckaTb CTepuanzaumns c
CNOiA), MCNonb3ys MUKPONMNeETKY AN NepeHoca unu BO3€liCTBUS npUMeHeHmem
wnpuy (He 6oneve 0.5 mn). COJTHEYHOTO MeToL0B

5. Ig_LeHTquJyrwpyMTe B TeyeHue 15-20 MuHyT npm 350 cBeTa ACeNTUYECKOIt

6. YpanuTe cynepHaTtaHT A0 YPOBHA He meHee 0,5 mn obpabotkn____
Haj YpOBHeM 0cajKa. O6patnTech K TemnepaTypHbIii

7. Wcnonb3ys wnpuu, go6aesTe 2-3 MA cpeabl Ans VHCTPYyKLWA no AmnanasoH
NPOMbIBKW CMepMbl 1 pecycrneHAnpyiiTe ocafok. NMPUMEHEHUIO

8. LleHTpudyrunpyiite B TedeHune 8-10 muHyT npm 300 g. Jata

9. YpanuTe cynepHaTaHT [0 O0Cajka ¥ MOBTOPMTe Liaru N3rOTOBJIEHNSA
7n8.

10. YpanuTte cynepHataHT U 3aMecTUTe ero
COOTBETCTBYHOL MM 06LEMOM MOAXOAALLEV Cpeabl. Mpouue

CvmBoNn [06pPOBO/IbHON cepTUdMKaLum
Ecnu 06pasibl He CXMXAIOTCA U, CNefoBaTelbHO, He

NPOXOAAT Yepes C/ion rpagneHTa, yBesnveHme
LLleHTPOCTPEMUTENLHON CUMbI, HO He 6onee yem go 500 g,
NOMOXeT NPOBeCTU pa3fesieHne crepmsl.

MepeBoA C aHTAMWCKOTO A3blKa Ha PYCCKMWIA A3blK BbIMONHEH MHOW, nepeBog4YMkoM EpmakoBoil Hapge>xk goit AnekceeBHOM.

MWaeHTunyHoCT b NnepeBofa nogrtep>x gat!!

Mopgnuch, nepesofgumnk!

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



Poccnlickan Peaepanns
Iopoa Exarepunbypr Ceepanosckoli obnactu

“ ABWTB BOCHMOT0 HIORS ABE THICAYH ABANIIATDL NEPBOTo roaa

" A, O®uamnnosa Onbra Braaammaposna, Hotapuyc ropoga Exarepunbypra
CBRAETENLCTBYIO NOJTMHHOCTH NOANACH fiepesoauHka Epmakosolt Hagexan AnekceeBHbl.
[Noanxch caenana B MOSM NMPHCYTCTBHA.
JInuHoCTh NOANMCABIIETrO JOKYMEHT YCTAHOBNIEHA.,

3apeructpupoBaso B peectpe: Ne 66/201-n/66-2021-9-762.
YnnaueHo 3a coBepiieHne HoTapHansHoro aedcreya: 730 py6. 00 xon.

O.B. duannnosa
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