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Catalogue number
SpermFilter® Ready to use gradient 80%

SPF80-0010 5 x 10 ml SpermFilter” Ready-to-use gradient 80%
SPF80-0050 1 x 50 ml SpermFilter® Ready-to-use gradient 80%
SPF80-0100 1 x 100 ml SpermFilter® Ready-to-use gradient 80%
SPF80-0250 1 x 250 ml SpermFilter®Ready-to-use gradient 80%

SpermFilter® Ready to use gradient 45%

SPF45-0010 5 x 10 ml SpermFilter® Ready-to-use gradient 45%

SPF45-0050 1 x 50 ml SpermFilter®Ready-to-use gradient 45%

SPF45-0100 1 x 100 ml SpermFilter®Ready-to-use gradient 45%

SPF45-0250 1 x 250 ml SpermFilter® Ready-to-use gradient 45%
APPLICATION

SpermFilter® Ready-to-use gradients (80% and 45%) are ready to use
gradient systems for semen preparation. The SpermFilter® Ready-to-use
system can be used for semen preparation for Intra Uterine Insemination
(1Ul), In Vitro Fertilization (IVF) and IntraCytoplasmatic Sperm Injection
(1csl.

For professional use only.

COMPOSITION

SpermFilter® Ready-to-use gradients consist of silane-coated colloidal
silica particles suspended in HEPES-buffered EBSS (Earle’s balanced
salt solution) supplemented with phenol red, 0.4-2.2 g/l Human Serum
Albumin (medicinal substance derived from human blood plasma) and
10mg/I gentamicin (medicinal substance).

QUALITY CONTROL
e pH between 7.20-7.90 (Release criteria: 7.20-7.60)
e Osmolality:
< 80% gradient: 290-330 mOsm/kg
<& 45% gradient: 280-310 mOsm/kg
e Density:
<& 80% gradient: 1.097-1.107 g/ml
<& 45% gradient: 1.0500-1.0700 g/ml
e Endotoxins (USP <85>): < 0.5EU/mI
e Sterility test according to the current Ph. Eur. 2.6.1/USP <71>: No
growth
e Human sperm survival assay:
< % motility compared with control after 4 hours: = 80%
< % motility compared with control after 24 hours: 2 75%
e Chemical composition
e Use of Ph Eur or USP grade products if applicable
e Not MEA tested
e Certificate of analysis and MSDS are available upon request

Sterilized by using aseptic processing techniques

PRECAUTIONS AND WARNINGS

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

e Always wear protective clothing when handling specimens.

e 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 AntiHIV-1/-2, HIV-
1, HBV, and HCV. Furthermore, source material has been tested
for 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.

e 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 administrated, 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 viruses transmissions with albumin manufactured to
European Pharmacopoeia specifications by established
processes. Therefore, handle all specimens as if capable of
transmitting HIV or hepatitis.

e Any serious incident (as defined in European Medical Device
Regulation 2017/745) that has occurred should be reported to
Gynotec B.V. and, if applicable, to the competent authority of the
EU Member State in which the user and/or patient is established.

PRE-USE CHECKS

e Do not use the product if the seal of the container is opened or
defect when the product is delivered.

e Do no use if the products shows any evidence of microbial
contamination or becomes cloudy.

e Do not use after expiry date.

e Do not freeze before use.

e Do not re-sterilize after opening.

e Keep inits original packaging until the day of use.

e Depending on the number of procedures that will be performed on
one day, remove the required volume of medium under aseptic
conditions in an appropriate sterile recipient. This is in order to
avoid multiple openings/warming cycles of the medium. Discard
excess (unused) media.

e Gentamicin should not be used on a patient that has a known
allergy to gentamicin or similar antibiotics.

STORAGE CONDITIONS

e Store products between 2-8 °C.

e Keep away from (sun)light.

e After opening the container, do not use the product longer than 7
days. Sterile conditions must be maintained and product must be
stored at 2-8°C.

o Discard the devices in accordance with local regulations for
disposal of medical devices.

CALCULATIONS OF G-FORCES
The g-force of your centrifuge can be calculated using this formula:

g =1.118 x r x rpm2 OR rpm = Square root {g/ 1.118 x r)}
r = radius of centrifuge in mm
rpm = rotation per minute / 1000

Example 1

r=100 mm

rpm = 1800 rotations per minute
g=1118x100x 3.24=362¢
Example 2

r=100 mm

g = 350g

rpm = SQR {350/ (1.118 x 100)} = 1.77
rpm = 1770 rotations per minute

INSTRUCTIONS FOR USE

Method

Each laboratory should establish its own validated procedures and
protocols.

Fresh semen samples

Mix the density gradient bottles by 5 bottle inversions before use.

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

2. Transfer 2.5ml of SpermFilter® Ready-to-use gradient 45% into a
sterile disposable centrifuge tube.

3. Place 2.5ml of SpermFilter® Ready-to-use gradient 80% under
the SpermFilter® Ready-to- use gradient 45% layer. Take care that
the two layers are distinctly separated. This is done by placing the
tip of the pipette on the bottom of the test tube and slowly
dispensing the SpermFilter® Ready-to-use gradient 80%. This two
layer gradient is stable for up to two hours.

4. Gently place up to 2.5ml of liquefied semen onto the SpermFilter®
Ready-to-use gradient 45% using a transfer pipette. Do not use a
higher volume than the volume of the individual gradient layers or
more than 10° cells.

5. Centrifuge for 15 to 18 minutes at 350g to 400g. 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.

9.

10.

Add 2-3ml of sperm washing medium (e.g. SpermTec® Wash or
SpermWash® distributed by Gynotec B.V.) and resuspend the
pellet.

Centrifuge for 8 to 10 minutes at 300g. Higher sperm concentration
will require the maximum 10 minutes centrifugation to ensure a
complete and thorough sperm wash.

Remove supernatant down to the pellet and repeat steps 7 and 8.
Remove supernatant and replace with a suitable volume of
appropriate medium.

Frozen semen samples
Mix the density gradient bottles by 5 bottle inversions before use.

1.

2.

3.

8.
9.

10.

Bring all components of the system and samples to room
temperature or to 37 °C.

Transfer 1ml of SpermFilter® Ready-to-use gradient 45% into a
sterile disposable centrifuge tube.

Place 1ml of SpermFilter® Ready-to-use gradient 80% under the
SpermFilter® Ready-to-use gradient 45%. Take care that the two
layers are distinctly separated. This is done by placing the tip of the
pipette on the bottom of the test tube and slowly dispensing the
SpermFilter® Ready-to-use gradient 80%. This two-layer gradient
is stable for up to two hours.

Gently place the thawed semen sample onto the SpermFilter®
Ready-to-use gradient 45% using a transfer pipette (0.5ml — 1ml).
Centrifuge for 15-20 minutes at 350g.

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

Add 2-3ml of sperm washing medium (e.g. SpermTec® Wash or
SpermWash® distributed by Gynotec B.V.) and resuspend the
pellet.

Centrifuge for 8 to 10 minutes at 300g.

Remove supernatant down to the pellet and repeat steps 7 and 8.
Remove supernatant and replace with a suitable volume of
appropriate medium.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE (SSCP)

The SSCP for SpermFilter® Ready-to-use gradient 80% and 45%
describes safety and performance characteristics for the media and is
available on the website of Gynotec B.V. (www.gynotec.nl).

For further questions regarding to the safety and performance, please
contact Gynotec B.V. for customer or technical support.

SYMBOL GLOSSARY

Symbols as defined in ISO 15223-1

Catalogue Cautions
number A
Use-by date Sterilized
g using aseptic
processing
techniques
Keep away Do not use if
L, from sunlight package is
/77/\ damaged and
/.\\ consult
instructions for
use
Consult Single sterile
[j:i] instructions O barrier system
for use
Date of Single sterile
manufacture R barrier system
dl i ! with protective
= packaging
outside
'c Temperature < Distributor
if limit NG
h
Batch code Contains
human blood
or plasma
derivatives
Manufacturer Contains a
d medicinal
substance
Medical Do not
device @ resterilize

Symbol as defined in EU Commission MDR 2017/745

CE

2797

CE marking by Notified Body 2797

Symbol as defined in the Resolution of the Cabinet of Ministers of Ukraine
No. 1184 dated 30.12.2015

\7

UA.TR.099

Mark of conformity with technical regulations
accompanied by the identification number of the
designated conformity assessment body

CUSTOMER-TECHNICAL SUPPORT
< Gynotec B.V.
Jonckherenhof 7
6581 GC Malden The Netherlands
Tel: +31 (0)243 58 65 82
Fax: +31 (0)243 58 13 55

URL: http://www.gynotec.nl
E-mail: info@gynotec.nl

FertiPro NV
“ Industriepark Noord 32
8730 Beernem Belgium
Tel: +32 (0)50 79 18 05
Fax: +32 (0)50 79 17 99
URL: https://www.fertipro.com
E-mail: info@fertipro.com

UKRAINIAN AUTHORIZED REPRESENTATIVE

«Stoik Company» LLC

C 04136 ap. A-612, building A, 13 Ilvana Vygovskogo str., Kyiv, Ukraine
Tel: +38 (0)67 112-92-92

URL: www.stoik.com.ua

E-mail: stoik.ivf@gmail.com
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SpermFilter® Ready-to-use gradient 80%

SPF80-0010 5 x 10 mn SpermFilter®Ready-to-use gradient 80%
SPF80-0050 1 x 50 mn1 SpermFilter®Ready-to-use gradient 80%
SPF80-0100 1 x 100 mn SpermFilter® Ready-to-use gradient 80%
SPF80-0250 1 x 250 M SpermFilter® Ready-to-use gradient 80%

SpermFilter® Ready-to-use gradient 45%

SPF45-0010 5 x 10 m SpermFilter®Ready-to-use gradient 45%

SPF45-0050 1 x 50 mn1 SpermFilter® Ready-to-use gradient 45%

SPF45-0100 1 x 100 mn SpermFilter® Ready-to-use gradient 45%

SPF45-0250 1 x 250 mn SpermFilter®Ready-to-use gradient 45%
3ACTOCYBAHHA

SpermFilter® Ready-to-use gradient (80% i 45%) € rotoBummn Ao
BUKOPUCTAHHA TPafieHTHAMW cucTeMamu ANs MiArotoBkM CnepmMu.
Cuctema SpermFilter® [0OTOBUIM [0 BUKOPWUCTAHHA rpagieHT Moxe
BMKOPUCTOBYBATMCS ANSA NiArOTOBKM CNEpMU ANS BHYTPILLHLOMATKOBOI
iHceminauii  (IUl), ekcTpakopnopanbHoro 3annigHeHHst (IVF) Ta
iHTpaumTonnaamaTu4Hoi iH'ekuii cnepmarosoigis (ICSI).

Jlnwe onsa npodecinHOro BUKOPUCTaHHS.

CKNnAQ

SpermFilter® Ready-to-use gradient cknagalTbCsi 3 MOKPUTUX CUMAHOM
KOMNOiAHNX YaCTUHOK KpeMHe3eMy, CycneHaoBaHux y 3banaHcoBaHOMY
conboBoMy po3uuHi Epna (EBSS), 3abydepeHomy HEPES,
OOMNOBHEHOMY  dpeHonosuM  yepBoHumMm, 0.4-2.2 /m nOACHLKOro
CcMpoBaTKOBOro anbbyMmiHy (nikapcbka peyoBuHa, OTpUMaHa 3 Mnasmu
KpOBi NioAnHW) i 10 Mr/n reHTamiumHy (nikapcbka pe4oBuHa).

KOHTPOIb AKOCTI

. pH B mexax 7.20-7.90 (kpuTepii BUBiNbHeHHs: 7.20- 7.60)

e OcmonanbHICTb:
<& 80% rpagieHT: 290-330 MOcm/kr
< rpagieHT 45%: 280-310 mOcm/kr

. lNyctuHa:
<& 80% rpagienT: 1.097-1.107 r/mn
<& 45% rpagieHT: 1.0500-1.0700 mr/mn

e  EHnpoTokcuHm (USP <85>): < 0.5 OE/mn

e TeCcT Ha CTepUNbHICTb 3a YMHHUM CTaHAapTom €Bp. dapm.
2.6.1/USP <71>: Hemae pocTy

. TecT Ha BUXMBaHHS cnepMaTo30idiB MognHK:
< % pyxnMBOCTI MOPIBHAHO 3 KOHTPONbHWM 3pas3koM 4yepe3 4
rogunn: = 80%
<& % pyxnuBOCTi MOPIBHSIHO 3 KOHTPOMbHWUM 3pa3koM 4Yepes 24
roauvHu: 2 75%

. XiMiyHUIM cknag

e  BukopucTaHHsa npogykTiB cTanHgapTty €sp. dapm. abo USP, skuwo
3aCTOCOBHO

e He npotectoBaHo Ha embpioHax MuLen

e CepTudikat aHanidy Ta nacnopt 6esneku Mmatepiany (MSDS)
HaJalTbCs 3a 3anUTom

CTepunizoBaHO 3 BUKOPUCTAHHSAM acenTUYHNX MeToaiB 06po6KM.

3ANOBIKHI 3AXOAU TA NONEPEMXEHHA
Lo6 yHUKHYTM MOXNMBOI KOHTaMmiHaujii, cnig 3acTocoByBaTu
acenTnyHi MeToaM OOpOGKM, HaBiTb SKWO NPOAYKTU MICTATb
reHTamiumH.

Mig yac poboTu 3i 3paskamu 3aBXaN HagAramTe 3axXMCHUA oasr.

e 3 ycima npenapaTamu KpoBi cnif NOBOAUTMCS $IK 3 MOTEHLiAHO
iHbeKUinHMMM. BuxigHuin marepian, BUKOPUCTaAHUN  Ons
BMPOGHMLUTBA LbOro npoAdykTy, OyB MpOTECTOBaHWN i BU3HaHWN
HepeakTUBHUM Ha HbsAg i TakuMm, WO Mae HeraTMBHY peakuilo Ha
aHTuTina po HIV-1/-2, HIV-1, HBV, a Takox HCV. Kpim TOrO,
BUXigHWI maTepian OyB npoTecToBaHui Ha napeosipyc B19 i 6yno

BCTaHOBIEHO, LU0 MOro MOKa3HUKN 3HaXOAATbCS Y MeXax HOPMMU.
XopeH 3 BigoOMMX METOAIB TECTYBaHHA HE MOXe rapaHTyBaTy, LU0
NpoAyKTW, OTPWMMaHi 3 MIOACLKOI KpOBi, He nepegaBaTUMyTb
36yOHWKIB iHDEKUIN.

e CraHaapTHi 3axoau ans 3anobiraHHs iHMEKUiaM, WO BUHMKaKOTb
BHACNiJOK 3aCcTOCYBaHHsi NiKapCbkUx 3acobiB, BUIOTOBMEHMX 3
noackkoi KpoBi abo nnasmu, BKYaloTb Biabip AOHOPIB, CKPUHIHT
iHAMBIQyanbHWX AOHAUIM | NyniB Nna3My Ha HasBHICTb cneuundivHmnx
MapkepiB iHpeKLii Ta BKMOYEHHS e(DEKTUBHUX BUPOOHMYMX eTaniB
Ons  iHakTuBauii/ycyHeHHs BipyciB. HesBaxatoun Ha uUe, npu
BBEAEHHI MikapCbKkuxX npenapariB, BUrOTOBMEHMX 3 NOACHKOI KPOBi
abo nna3mu, MoxnuBICTb nepeaadi 36yAHUKIB iH(EKLn He Moxe
6yTn MoBHicTIO BMKMtoYeHa. Lle Takox cTocyeTbcs HeBigommux abo
HOBMX BIpYCiB Ta iHWKX natoreHiB. [losigomneHHs npo
niaTBepoKEHe NepeHeceHHs BipycCiB 3 anbbyMiHOM, BUrOTOBNEHUM
BignoBigHO [0 cneuudpikauin  €Bponeicbkoi  dapmakonei 3a
BCTAQHOBMEHVMM TEXHOMOMYHUMW Mpouecamu, BIiACYTHI. Tomy 3
yciMa 3paskamu cnig noBOAUTMCA $K 3 TakuMu, WO 3AaTHi
nepegasatu HIV abo renatur.

e [lpo OyOb-fKWIA  CEPHO3HUA  IHUMAEHT (K BM3HA4YeHO B
€BponencbkoMy pernameHTi Woao MeanyHux Bupobis 2017/745),
wo cTaecs, cnig nosigomutn kommnaHito Gynotec B.V. i, 3a
HeobXiAHOCTi, KOMNETEHTHUI opraH AepxaBu-yneHa €C, B skin
3apeecTpoBaHuii KOpUCTyBay Ta/abo nauieHT.

NEPEBIPKA NEPEQ BUKOPUCTAHHAM

e He BVKOPWCTOBYWTE NPOAYKT, KO NrioMba KOHTEHepa po3kpuTa

abo noLKoaKeHa nig Yac 4OCTaBKU.

e He BuKOpUCTOBYNTE, SIKLWO MPOAYKTU MarTb O3HAKW MiKPOGHOT
KOHTamiHauji abo ctanm MyTHUMMN.
He BrKopucTOBYMTE MiCNS 3aKiHYEeHHA TEPMIHY NPUAATHOCTI.
He 3amopoxyiiTe nepes BUKOPUCTAHHAM.
He cTepunisynte NnOBTOPHO nicns BigKpUTTS.
3b6epiraite B OpuriHanbHii ynakosLji A0 AHSA BUKOPUCTaHHSA.
3anexHo Big KinNbKOCTi npoueayp, $Ki  BUKOHYBaTUMYTbCS
NPOTSAroM OAHOro AHS, BiabepiTb HeobXigHUA ob'em cepepoBuLLa
B acenTu4yHUX ymoBax Y BiANoBiAHWIA CTepUnbHUA peumnieHT. Lie
pobutbcss  gna  Toro, Wo6  yHUKHYTM  BaraTopasoBux
BiOKPUTTIB/UMKMIB HarpiBaHHs cepefosuLLa. YTtunisynte
HaAnULWOoK (HEBMKOPUCTaHOro) cepeaoBuLLa.
e [eHTaMiuMH He cnig 3aCcTOCOBYBATU Ha MauieHTax, ki, ik BiZoMo,

MatoTb aneprito Ha reHTamiunH abo nodibHi aHTUBIOTUKN.

YMOBW 3BEPIFAHHA

e 36epiraite npoaykTu 3a Temnepatypu 2-8 °C.

e 3bepiravite nopani Big (COHAYHOro) cBiTNa.

e [licnsa BigKpUTTA KOHTENHEPa He BUKOPUCTOBYMTE NPOAYKT AOBLUE
7 pHiB. HeobxigHo nmiagTpumyBaTu cTepwnbHi ymMoBW i 36epiratu
NPOAYKT 3a TemnepaTtypu 2-8 °C.

e YTunidynte BMpoOM BiAMOBIAHO A0 NOKANbHUX MpaBun yTunisadii
MeanYHKUX BUpobiB

PO3PAXYHOK BIALIEEHTPOBOI'O MPUCKOPEHHA (YUCIIA G)

3HavyeHHa  BiALEHTPOBOrO  MPUCKOPEHHA  LEHTpUdYrM  MOXHa
po3paxyBaTu 3a Lieto (hopmynoto:

g =1.118 x r x rpm2 OR rpm = KBagpaTHuii kopiHb {g / 1.118 x r)}
r = pagiyc ueHTpudyrim B Mm
rpm = KinbkicTb 06epTiB 3a xsunuHy / 1000

Mpuknap 1:

r=100 mm

rpm = 1800 obepTiB 3a XBUNUHY

g=1.118 x 100 x 3.24 = 3629

Mpuknag 2:

r=100 mm

g = 350g

rpm = kBagpaTHuUii kopiHb {350 / (1.118 x 100)} = 1.77
rpm = 1770 obepTiB 3a XBUNUNHY

IHCTPYKLIIT I3 3ACTOCYBAHHSA

MeTon

KoxHa nabopaTtopis MoBMHHA po3pobuUTU Ta 3aTBEpAMTM BracHi
npoueaypv Ta NPOTOKOMMN.

CBixi 3pa3ku cnepmu

[Mepen BMKOPUCTAHHSAM 3MillaTe ONakoHWM 3 rPagiEHTOM LUiNIbHOCTI,

nepeBepHyBLUM iX 5 pasiB.

1. [oBepgiTb yCi KOMMOHEHTM CUCTEeMM Ta 3paskym A0 KiMHATHOI
TemnepaTtypu abo go temnepatypm 37 °C.



2. MepeHecitb 2.5 mn rpagieHTa SpermFilter® Ready-to-use gradient
45% B cTepunbHy 0oa4HOPa30BY LIEHTPUDYXHY NPoBipKy.

3. Hanecitb 2.5 mn rpagieHta SpermFilter® Ready-to-use gradient
80% nip wap rpagieHTa SpermFilter® Ready-to-use gradient 45%.
MepekoHaliTecs, o obuaBa Wapy YiTKO BiJOKpeMIeHi oauH Bif
OfHoro. [ns uboro NOMICTITh KiHYMK NINeTKM Ha OHO MpoBipku i
MoBiNbHO A03yiTe rpagieHT SpermFilter® Ready-to-use gradient
80%. Lleit pBowapoBuii rpagieHT 3anvwaetbes CcTabinbHUM
NPOTArOM ABOX FOAMWH.

4. ObGepexHo HaHeciTb A0 2.5 MN po3pigXKeHOi CnepMu Ha rpagieHT
SpermFilter® Ready-to-use gradient 45% 3a [OMOMOrol0 MineTku
Ons nepeHeceHHst maTepiany. He BukopuctoBynTte Ginbinin 06'em,
HiX 06'€eM OKpeMuX rpagieHTHUX wapis, abo GinbLue 10° koMipok.

5. UeHtpudpyrynte 15-18 xsunuH npu npuckoperHi 350-400g. Micns
3aBepLUeHHs LeHTpudyryBaHHs ocag Moxe OyTu BidyanbHO
HENOMITHUM. FKWO Le Tak, HeOOXiOHO MPOAOBXUTU MpoLEeaypy,
NMOBTOPHO BMKOHaBLUMW LIEHTPUAYryBaHHSA NpoTAromM 3-5 XBUNWH.

6. BwupaniTe HagocagoBy piavHY ax [o ocagy.

7. [Jopavite 2-3 ™Mn cepegoBuwa Ansi NPOMUBAHHS  CNepMu
(Hanpuknag, SpermWash® (Cepeposuiwie SpermWash®) /
SpermTec® Wash (Cepegosuwe SpermTec® Bow) Big Gynotec
B.V.) i pecycnenaywite ocag.

8. LUeHtpudpyrynte npotsrom 8-10 xBunuH npu npuckopeHHi 300g.
Binblw BMCOKa KOHLUEHTpauis crnepmartos3oidis  BuMaraTume
LeHTpUdyryBaHHst npoTsaroMm He 6Ginbwe 10 xBUnuH, W06
3abe3neynTn NoBHE i peTernbHe NPOMMUBAHHS CNEPMU.

9. Bwupanitb HagocagoBy piAvHY ax Ao ocafy | MOBTOPHO BUKOHaWTe
KpOKK 7 Ta 8.

10. Bwupganitb HagocagoBy piAvHY i 3aMiHiTb i goctaTHiM 06'emom
BiZNOBIQHOIO MOXWBHOIO cepefoBuLLa.

3aMopoxeHi 3pa3ku cnepmu

lMepen BMKOPUCTaHHSAM 3MiaviTe hNakoHW 3 rpagieHTOM LUiNbHOCTI,

nepesBepHyBLUM iX 5 pasiB.

1. [HoBepgiTb yCi KOMMOHEHTU CUCTEMM Ta 3paskym A0 KiMHATHOI
Temnepatypu abo go Temnepatypu 37 °C.

2. MepeHecitb 1 mn rpagieHta SpermFilter® Ready-to-use gradient
45% B cTepunbHy 04HOPa30BY LEHTPUMYXHY NPoBipKy.

3. HaHecitb 1 Mn rpagieHta SpermFilter® Ready-to-use gradient 80%
nig  rpapieHT  SpermFilter® Ready-to-use gradient 45%.
MepekoHaviTecs, WO obuaBa Wwapy YiTKO BiJOKPEMIeHi oavH Bif
ofHoro. [ns uboro NOMICTITh KiHYMK MINeTKM Ha OHO Mpobipky i
noBifbHO [03yiTe rpagieHT SpermFilter® Ready-to-use gradient
80%. Llei p[OBoOwapoBWMiA rpagieHT 3anuwaeTbcs CTabinbHUM
NpOTSIroM ABOX FOAMH.

4. ObGepexHO NOMICTITb PO3MOPOXEHWUIA 3pa30oK CNEPMU Ha rpagieHT
SpermFilter® Ready-to-use gradient 45% 3a [0OMNOMOroK MineTKu
Ans nepeHeceHHs matepiany (0.5-1 mn).

5. UeHTpudyrynte npotarom 15-20 xsunuH npu npuckopeHHi 350g.

6. BwpaniTb HagocagoBy piavHy A0 nosHavku He meHwe 0.5 mn Hag

ocagom.
7. Jopavite 2-3 ™Mn cepejoBuwa Ans  NPOMMBAHHA  ClepMu
(Hanpuknag, SpermWash® (Cepeposuiie SpermWash®) /

SpermTec® Wash (Cepenosuiie SpermTec® Bow) Big Gynotec
B.V.) i pecycnenayiite ocag.

8. UeHTtpudyrynte npotarom 8-10 xBunuH npu npuckopeHrHi 300g.

9. BwmpanitTb HapgocagoBy piAvHY ax Ao ocady | MOBTOPHO BUKOHaWTe
Kpoku 7 Ta 8.

10. Bwupanite HapgocapoBy piAMHY i 3aMiHiTb il gocTatHiM o6'emom
BiANOBIAHOrO NOXWBHOIO CepeaoBMULLA.

KOPOTKUW Ornan GE3MNEKU 3ACTOCYBAHHA TA KNIHIYHOI
E®EKTUBHOCTI (SSCP)

Y «kopoTkomy ornsgi SSCP rpagieHTtis SpermFilter® Ready-to-use
gradient 80% Ta SpermFilter® Ready-to-use gradient 45% onucaHo
xapaktepuctuku 6esnekn Ta edekTUBHOCTI CepefioBuLL, 3 SKUM MOXHA
o3HavomuTucst Ha BebcaiTi komnaHii Gynotec B.V. (www.gynotec.nl).

Ona oTpumaHHs pgopaTtkoBoi  iHdopmauii  wopo 6Gesnekn Ta
eeKTUBHOCTi 3acCTOCyBaHHA MNpPOAYKTY 3BepTanlTecs [0 Crnyxou
TexHiYHoi niaTpumkn abo fo cnyx6m nigTpumkn knieHTis Gynotec B.V.

[MOCAPI¥ CAMBONIB
CuMBONM € TakMMK, SK BU3Ha4eHo y ISO 15223-1

Howmep 3a 3acTepexeHHs
KaTanorom A
TepmiH CrepunizoBaHo
npuaaTHoCTI 3
g [senie] A] BMKOPUCTaHHSM
acenTUYHmX
meToaiB
06pobku
Tpumante He
nogani Big BUKOPUCTOBYWTE,
< COHSIYHUX SIKLLLO YMaKoBKa
N~ i
A\ NpoMmeHiB @ MOLWKO/PKEHa, Ta
L 3BEpHITbCH [0
IHCTPYKUIN i3
3aCcTOCyBaHHS
OgsHaltomTecs 3 Cucrema 3
[:E_‘I iHCTpyKUisMK i3 OAHUM
3aCcTOCyBaHHS CTEpUIbHUM
Gap'epom
[ata Cucrtema 3
BUrOTOBMEHHS ofHUM
P CTEepUIbHUM
dl "O; 6ap'epom i
S 30BHILLHBOO
3aXMCHOL
yNaKkoBKO
© TemnepatypHe < [OucTpub'toTop
,E/H' obmexeHHs

Kog naprii MicTutb noxigHi
LOT KpoBi abo
nnasmu NAnHN
Bupo6Huk Mictntb
d nikapcbky
peyvoBUHY
Megaunuxuii Bupi6 He crepunisyiite

CuMBOnN € TakuM, sik BU3HayeHo y MDR 2017/745 Kowmicii €C
C € CE mapkyBaHHsA HoTudikoBaHum opraHom 2797

2797

CumBon, sik BU3Ha4YeHo B nocTaHosi KabiHeTy MiHicTpiB YkpaiHu Big,
30.12.2015 Ne 1184

¥

UA.TR.099

3HaKk BignoBigHOCTI TEXHIYHUM perfameHTam, Wwo
CYNPOBOAXKYETLCA iAeHTUIKaLiINHAM HOMEPOM
npu3Ha4YeHoro opraHy 3 OLiHKW BiAMNOBIAHOCTI

CNYXXBA TEXHIYHOI NIATPUMKW/CITY)XEA NIATPUMKU KNIEHTIB
= Gynotec B.V. (FiHoTek B.B.)
%‘Qﬁ Jonckherenhof 7 (dxoHkepeHxod 7)
6581 GC Malden The Netherlands (6581 GC ManbaeH Hinepnanau)
Ten.: +31 (0)243 58 65 82
dakc: +31 (0)243 58 13 55
URL-agpeca: http://www.gynotec.nl
agpeca en. nowTun: info@gynotec.nl
“ FertiPro NV (®eprTillpo HB)
Industriepark Noord 32 (IHaycTpianbHui napk Hopg 32)
8730 Beernem Belgium (8730 beepHem benbris)
Ten.: +32 (0)50 79 18 05
dakc: +32 (0)50 79 17 99
URL-agpeca: https://www.fertipro.com
appeca en. nowTu: info@fertipro.com

YNOBHOBAXEHWW NPEOCTABHUK B YKPAIHI

TOB «KomnaHiss CToik»

Byn. Buroecbkoro IBaHa, 6ya. 13, kopnyc A, kimHaTta A-612, m. Kuis, 04136, YkpaiHa
Ten.: +38 (0)67 112-92-92

URL-appeca: www.stoik.com.ua

appeca en. nowTw: stoik.ivf@gmail.com
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