SpermFilter® Ready-to-use gradient

ID: FP09 113_SFG R0O1 A.2 c € C

Date: 14/08/2025
2797 i e

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

Intended use

SpermFilter® Ready-to-use gradients (80% and 45%) are used as sperm
preparation method for intrauterine insemination (1UI), in vitro fertilization
(IVF), intracytoplasmic sperm injection (ICSI), and related assisted
reproductive technologies (ART).

Indications for use

For use during ART procedures of patients and couples undergoing
infertility treatments.

Intended user

The intended users are ART professionals (lab
embryologists, or medical doctors).

Target patient population

The target patient population consists of patients and couples
undergoing infertility treatments.

technicians,

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/l 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
FertiPro NV 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.

¢ Do not freeze before use.

¢ Do not re-sterilize after opening.

e Keep in its 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.

e 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=1.118x100x 3.24 =362 ¢
Example 2

r=100 mm

g =350g

rpom = 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.



9.

10.

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.

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.

Remove supernatant down to 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. 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.

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)
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Symbol as defined in EU Commission MDR 2017/745

C € CE marking by Notified Body 2797

2797

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

designated conformity assessment body

I Mark of conformity with technical regulations

accompanied by the identification number of the
UA.TR.099

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.

CUSTOMER-TECHNICAL SUPPORT
< Gynotec B.V.
Fm’ﬂ Rijksweg 150
6581 ET MaldenThe 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 lvana 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 mn SpermFilter®Ready-to-use gradient 80%
SPF80-0100 1 x 100 mn SpermFilter® Ready-to-use gradient 80%
SPF80-0250 1 x 250 mn SpermFilter® Ready-to-use gradient 80%

SpermFilter® Ready-to-use gradient 45%

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

SPF45-0050 1 x 50 mn 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
Mpu3HayeHHs
loToBi A0 BUKOpUCTaHHA rpagieHTn SpermFilter® (80% i 45%)

3aCTOCOBYHOTbCH K METOA MiArOTOBKM CNEePMU Anst BHYTPILULHLOMaTKOBOI
iHcemiHauii  (BMI), ekctpakopnopanbHoro 3annigHeHHs  (EK3),
iHTpaumTonnaamaTnyHoi iH'ekuii cnepmu (IKCIl) Ta noe'szaHux 3 HUMMK
OOMOMIKHMX PenpoayKTUBHUX TexHororin (OPT).

Moka3aHHA OO 3acTOCYyBaHHA

[na BukopuctaHHa nig Yac npouenyp OPT nauieHtam Ta napam, ski
NPOXOAATH NiKyBaHHs 6e3nnigas.

Mepen6ayvyBaHi kopuctyBayi

MepenbavyBaHnmmn kopucTyBadyamu € daxisui 3 OPT (nabopaHTu,
embpionoru abo nikapi).

LinboBa rpyna naujieHTiB

LlinboBa rpyna nauieHTiB cknagaeTbecs 3 NauieHTiB Ta nap, Aki NpoxoasTb
nikyBaHHs 6e3nninas.

CKNnAQ

SpermFilter® Ready-to-use gradient cknagatoTbCst 3 NOKPUTUX CUTAHOM
KOMOiAHNX YaCTUHOK KpeMHe3eMy, CycrneHaoBaHux y 36anaHcoBaHOMY
conboBomy po3uuHi Epna (EBSS), 3abydepeHomy HEPES,
OOMOBHEHOMY  (PeHONoBMM  YepBOHUM, 0.4-2.2 /N MNOACLKOro
CMpOBaTKOBOrO anbbyMiHy (nikapcbka peyvoBWHa, OTpUMaHa 3 nna3mu
KpoBi ntoanHM) i 10 Mr/n reHTamiumHy (nikapcbka pevoBuHa).

KOHTPOIIb AKOCTI

. pH B Mexax 7.20-7.90 (kpuTepii BUBinNbHeHHs: 7.20- 7.60)

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

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

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

e TecT Ha CTepwumnbHICTb 3@ YMHHMM CcTaHgapTom €Bp. dapm.
2.6.1/USP <71>: Hemae pocty

e TecT Ha BUXKMBaHHS CNepMaTo30iaiB NMIOANHN:
& % pYyXnNMBOCTI MOPIBHAHO 3 KOHTPOMbHWM 3pas3koMm yepes 4
roguHn: = 80%
<& % pyXnMBOCTI MOPIBHSAHO 3 KOHTPOMbHWMM 3pas3koM 4Yepes 24
roavHun: 2 75%

e XimiyHun cknag

e BukopucTaHHsa NpoayKTiB ctaHAapTy €Bp. dapm. abo USP, skwo
3aCTOCOBHO

. He npoTectoBaHo Ha emMbpioHax MuLlein

e  CepTudikat aHanidy Ta nacrnopT 6e3nekn matepiany (MSDS)
HaJalTbCs 3a 3anuToMm

CTepunizoBaHo 3 BUKOPUCTaHHAM acenTUYHUX MeToziB 06poGKM.

3ANOBDKHI 3AXOAN TA NONEPENXEHHA

o6 yHUKHYTM MOXNMBOI KOHTaMiHauii, cnig 3acTocoByBaTu
acenTnyHi MetToaM o6poOKM, HaBiTb SKWO NPOAYKTU MICTATh
reHTamiumH.

Mig yac po6oTu 3i 3paskamm 3aBXaN HagAranTe 3axXMCHU Oasr.

e 3 ycima npenapaTamu KpoBi Cnig MOBOAUTUCH K 3 MOTEHLIAHO
iHbekuinHMMKn.  BuxigHuii  maTepian,  BUKOpWUCTaHMA  Onis
BMPOGHMUTBA LbOro npoAykTy, OyB MpOTECTOBaHWN i BU3HaHWN
HepeaKTuBHUM Ha HbsAg i Takum, WO Mae HeraTMBHY peakuilo Ha
aHTtuTina po HIV-1/-2, HIV-1, HBV, a Takox HCV. Kpim TOrO,
BMXigHUIA MaTepian ByB npoTecToBaHWi Ha napsosipyc B19 i 6yno
BCTaHOBIIEHO, L0 MOr0 MOKa3HUKN 3HaXOAATbCS Yy MeXax HOPMU.
>KopeH 3 BigomMux MeTodiB TECTyBaHHSI HE MOXe rapaHTyBaTu, Lo
nNpoayKTW, OTPWMMaHi 3 MOACLKOI KpOBi, He nepegaBaTUMyTb
36yOHVKIB iHdEKLIN.

e CraHaapTHi 3axoau Ans 3anobiraHHs iHMEKUisM, WO BMHMKaKOTb
BHAacNigoOK 3acToCyBaHHS NiKapCbkux 3acobiB, BWUIOTOBMEHWX 3
NI0ACBKOI KpoBi @abo nnasmu, BKMOYaKTb Bigdip AOHOPIB, CKPUHIHT
iHaMBIQyanbHWX AOHAUIM | NyniB Nna3My Ha HasiBHICTb cneumgivyHnx
MapkepiB iHEKLi Ta BKIOYEHHS ehekTUBHMX BUPOBHMYMX eTaniB
Ons  iHakTuBauii/ycyHeHHs BipyciB. HesBaxatoun Ha uUe, npu
BBeAEHHI NikapcbKkux npenapartis, BUrOTOBMEHWUX 3 MNIOACLKOI KPOBI
abo nnasmu, MOXNMBICTb Nepefavi 3byaHUKIB iHpeKUin He Moxe
OyTu noBHIcTIO BuKMoYeHa. Lle Takox cTocyeTbcs HeBigoMux abo
HOBMX BipyciB Ta iHWWX naToreHiB. [loBigomneHHs npo
niaTBepKeHe NepeHeceHHs BipycCiB 3 anbOyMiHOM, BUFOTOBMEHUM
BigNoBigHO A0 cneuudpikauin €Bponerncbkoi  dapmakonei 3a
BCTAHOBMEHMMM TEXHOMOrMYHUMW npouecamu, BIiACYTHI. Tomy 3
yciMa 3paskamu cnig noBoaUTMCA $K 3 TakuMu, WO 3AaTHi
nepenasatu HIV abo renatur.

e [lpo OyAb-SKMA  CEPUO3HWMA  IHUMAEHT (K  BU3HA4YeHO B
€BponencbkoMy pernameHTi Woao MeanyHux Bupobi 2017/745),
wo craBcs, cnig noeigomuTn komnadito FertiPro NV i, 3a
HeobXiQHOCTI, KOMNETEHTHUIA opraH Aepxasu-uneHa €C, B skin
3apeecTpoBaHuUi KOpUCTyBay Ta/abo nauieHT.

NEPEBIPKA NEPE[] BUKOPUCTAHHAM

*  He BVKOPVCTOBYWTE NPOAYKT, AKLO MrioMba KOHTEHepa po3kpuTta

abo nolukogkeHa nif Yac JoCTaBKU.

e He BMKOPWUCTOBYNTE, SKWO MPOAYKTU MarTb O3HAKW MiKpOGHOT
KOHTaMmiHaujii abo cTanu MyTHUMMU.
He BukopucToByTe nicns 3akiH4eHHS TepMiHy NPMAATHOCTI.
He 3amopoxyiiTe nepes BUKOPUCTAHHAM.
He cTepunisyiiTe NOBTOPHO Micns BigKPUTTS.
36epiraiiTe B opuriHanbHiil ynakoBLi A0 AHS BUKOPUCTaHHS.
3anexHo BiO KiNbKOCTI mpoueayp, SKi  BUKOHYBaTMMYTbCS
NpoTAroM OfHOro AHsl, BinbepiTb HeobxiaHui 06'em cepenoBmLLa
B acenTW4HMX YMOBAX Yy BiAMNOBIAHWIA CTEPUNBbHUIA peuunieHT. Llie
pobutbcs  ans Toro, Wo6  yHUKHYTM  GaraTopasoBux
BiAKPUTTIB/UMKNIB HarpiBaHHsi cepegosuLLa. YTunisynte
HaAnUWOoK (HEBMKOPUCTaHOro) cepeaoBuLLa.
e [eHTaMiuMH He cnig 3aCTOCOBYBATU Ha MauieHTax, ki, K BiaoMo,

MatoTb arneprito Ha reHTamiunH abo noAibHi aHTUBIOTUKK.

YMOBU 3BEPIFAHHA

e 3bepiranite npoaykTn 3a Temnepatypu 2-8 °C.

e 36epiraniTe nogani Big (COHAYHOrO) cBiTNa.

e [licns BiOKpUTTS KOHTENHepa He BUKOPUCTOBYWTE NPOAYKT AOBLUE
7 pHiB. HeobGxigHo nioTpumMyBaTu cTepurbHi ymoBM i 36epiratn
npoaykT 3a Temnepatypu 2-8 °C.

e YTunizyiTte BMpoOM BiANOBIAHO A0 NOKanbHUX NpaBun yTunisauii
Meau4HNX BUpobLiB

PO3PAXYHOK BIOLEHTPOBOIO NPUCKOPEHHA (YUCHA G)
3HayeHHs1  BiALEHTPOBOrO  MPWCKOPEHHSI  LEHTPUdYyrM  MOXHa
po3paxyBaTy 3a Ljieto hopMyro:

g=1.118 x r x rpm2 OR rpm = KBagpaTHui kopiHb {g/ 1.118 x 1)}
I = pajiyc ueHTpudyrm B Mm
rpm = KinbkicTb 006epTiB 3a xBunuHy / 1000

Mpuknapg 1:

r=100 Mm

rpm = 1800 obepTiB 3a XBUNUHY

g=1.118 x 100 x 3.24 = 362g

Mpuknapg 2:

r=100 Mm

g =350g

rpm = KBagpaTHuii KopiHb {350 / (1.118 x 100)} = 1.77
rpm = 1770 obepTiB 3a XBUNUHY



IHCTPYKLIi I3 3ACTOCYBAHHSA

MeTton
KoxHa nabopaTtopisi MnoBMHHa po3pobuTu Ta 3aTBepaWTM BRACHI
npoLeaypu Ta NPOTOKOMM.

CBixi 3pa3ku cnepmu
lMepen BMKOPUCTAHHAM 3MillavTe (ONAKoHM 3 rPadiEHTOM LUiNbHOCTI,
nepeBepHyBLK iX 5 pasiB.

1.

2.

10.

[oBediTb yCi KOMMOHEHTU cuCTeMM Ta 3paskym A0 KiMHATHOI
Temnepatypu abo go Temnepatypu 37 °C.

MepeHeciTb 2.5 Mn rpagieHTa SpermFilter® Ready-to-use gradient
45% B cTepunbHy 0OfHOPa3oBy LIEHTPUAYKHY NPoBipKy.

HaHecitb 2.5 Mn rpagieHTa SpermFilter® Ready-to-use gradient
80% nig wap rpagieHTa SpermFilter® Ready-to-use gradient 45%.
MepekoHaiiTecs, Wo obuaBa Lwapu YiTKO BiJOKPEeMIeHi oauH Big
OfHoro. [ns uboro MOMICTITh KiHYMK NINeTKM Ha AHO Mpobipku i
MoBINbHO Ao3yiTe rpagieHT SpermFilter® Ready-to-use gradient
80%. Llen pBowapoBuii rpafieHT 3anuwaetbcsi  CTabinbHUM
NPOTArOM ABOX FOAMWH.

ObepexHo HaHeciTb A0 2.5 Mn po3piaXXeHoi cnepmu Ha rpagieHT
SpermFilter® Ready-to-use gradient 45% 3a [ONOMOroK MiNeTKu
Ons nepeHeceHHst maTepiany. He BukopuctoByinTe 6inbunin 06'em,
HiX 06'€éM OKpeMUX rpagieHTHUX wapis, abo GinbLue 10° komipok.
LleHTpndoyrynte 15-18 xBunuH npu npuckopeHHi 350-400g. Micns
3aBepLUeHHs LeHTpudyryBaHHs ocag Moxe OyTu BisyanbHO
HENnoMITHUM. FKWO Le Tak, HeobXigHO MPOAOBXUTM Mpoueaypy,
NMOBTOPHO BMKOHABLUW LIEHTPUYryBaHHSA NPOTSroM 3-5 XxBuUnuH.
Bupganite HagocagoBy piavHy ax ao ocagy.

Oopante 2-3 mMn  cepefoBuvlla Ans MPOMMBAHHA — ClepMu
(Hanpuknaa, SpermWash® (Cepepmosuuie  SpermWash®) /
SpermTec® Wash (Cepegosuwie SpermTec® Bow) Big Gynotec
B.V.) i pecycneHnayiite ocag.

LleHTpudoyrynte npotarom 8-10 xBunuH npu npuckopeHHi 300g.
binbw BuCOKa KOHUEHTpauUis crnepmaTo3oidiB  BuMaratume
LeHTpudyryBaHHs npotarom He Oinbwe 10 xBunuH, Wo6
3abe3neunTn NoBHE i peTenbHe NPOMUBAHHS CEPMU.

Bupganite HagocagoBy piavHy ax A0 ocady i NOBTOPHO BMKOHaWTe
KpOKM 7 Ta 8.

Bupanite HagocagoBy piguHy i 3amiHiTe i gocTaTHiM 06'emMom
BiANOBIgHOro MNOXWBHOIO cepeaoBuLLa.

3amMopoxeHi 3pa3ku cnepmu
lMepen BMKOPUCTAHHAM 3MillavTe (ONaKkoHM 3 rPadiEHTOM LUiNbHOCTI,
nepeBepHyBL iX 5 pasiB.

1.

2.

10.

[oBediTb yCi KOMMOHEHTU cuCTeMu Ta 3paskym A0 KiMHATHOI
TemnepaTtypu abo go Temnepatypu 37 °C.

MepeHeciTb 1 Mn rpapieHta SpermFilter® Ready-to-use gradient
45% B cTepuUnbHY 0OfHOPa3oBY LIEHTPUAYKHY NPOBipKy.

HaHeciTb 1 Mn rpagieHTa SpermFilter® Ready-to-use gradient 80%
nig  rpapieHT  SpermFilter® Ready-to-use gradient 45%.
MepekoHaiiTecs, Wo obuaBa Lwapu YiTKO BiJOKPEeMIeHi oauH Big
OfHoro. [ns uboro MOMICTITh KiHYMK NiNeTKn Ha AHO Mpobipku i
noBinbHO AosynTe rpagieHT SpermFilter® Ready-to-use gradient
80%. Llen pBowapoBuii rpafieHT 3anuaetbcsi  CTabinbHUM
NPOTArOM ABOX FOAMWH.

OBGepexxHO MOMICTITb PO3MOPOXKEHUI 3pa30K CNepMU Ha rpagieHT
SpermFilter® Ready-to-use gradient 45% 3a Qonomorolo nineTku
Ans nepeHeceHHst matepiany (0.5-1 mn).

LieHTpndbyryinte npotsirom 15-20 xBunuH npu npuckoperHi 350g.
Bupganite HagocagoBy piguHy 0o no3Hayku He MeHwe 0.5 mn Hag
ocagom.

Hoparite 2-3 mMn cepepoBuwia Ans MNPOMUMBAHHS  CrEpMU
(Hanpuknag, SpermWash® (Cepeposuiie SpermWash®) /
SpermTec® Wash (Cepenosuwe SpermTec® Bow) Big Gynotec
B.V.) i pecycneHnayiite ocag.

LleHTpudpyrynte npotsirom 8-10 xBunmH npu npuckopeHHi 300g.
Bupanite HagocapoBy piavHy ax Ao ocafy i MOBTOPHO BUKOHAaNTe
KpOKK 7 Ta 8.

Bupanite HagocagoBy piguHy i 3amiHiTe i gocTaTHiM 06'emMom
BiAMOBIAHOrO NOXWBHOIO CEpefoBULLa.

KOPOTKWW Ornsafd BE3NEKA 3ACTOCYBAHHA TA KMNIHIYHOI

E®EKTUBHOCTI (SSCP)

Y «kopoTkomy ornsai SSCP rpagienTis SpermFilter® Ready-to-use
gradient 80% Ta SpermFilter® Ready-to-use gradient 45% onucaHo
XapaKkTepucTukn 6esneku Ta edheKTMBHOCTI CepefoBuLL, 3 SKUM MOXHa
o3HanomuTucs Ha BebcanTi komnaHii Gynotec B.V. (www.gynotec.nl).

Ons  oTpuMaHHs
eeKTUBHOCTI

[oaaTkoBol

iHdbopmauii

woao

TEXHIYHOI NiaTpuMkK abo Ao cnyxou nigTpumku knieHTie Gynotec B.V.

[MOCAPIV CUMB

oniB

CumBONY € TakuMu, sik Bu3HayeHo y ISO 15223-1

Howmep 3a 3acTepexeHHs
KaTanorom A
TepmiH CTtepunizoBaHo
npuaaTHoOCTI 3
g n BUKOPUCTaHHSIM
acenTU4HKX
MeToaiB
06pobku
TpumainTte He
nogani Big BUKOPUCTOBYITE,
Qo COHSIYHUX AKLWO YNakoBKa
//.T npomeHis @ MOLKOKEHa, Ta
L] 3BEPHITLCH A0
IHCTpYyKLUIN i3
3acTOCyBaHHS
OsHaiiomTecs 3 Cwuctema 3
I:Ii] IHCTpyKUiAMY i3 O4HMM
3acTOCyBaHHS CTEPUITBHUM
6ap'epom
Hata Cuctema 3
BUFOTOBMEHHS OOHUM
N CTEPUNBbHUM
ﬁ, i X 6ap'cpom i
= 30BHILLHBOO
3aXMCHOI
yNaKoBKOO
c TemnepaTypHe = [nctpmb'toTop
‘ci obMexeHHs %’g
Koga naprii MicTntb noxigHi
KpoBi abo
nnasmu noamHn
Bupo6Huk Mictutb
“ nikapcbKy
pPeyoBUHY
MegouyHuii BUpi6 He crepunisyiite
NOBTOPHO

CumBon € TakuMm, sik BusHayeHo y MDR 2017/745 Kowicii €C

CE

2797

CE mapkyBaHHs HoTudikoBaHnm opraHom 2797

30.12.2015 Ne 1184

CumBon, sik BU3Ha4YeHo B noctaHosi KabiHeTy MiHicTpiB YkpaiHu Big

¥

UA.TR.099

3HakK BigNoBIAHOCTI TEXHIYHUM perfiameHTam, Lo
CyNpPOBOAXYETLCS iAeHTUMIKaLinHUM HOMEPOM
NpPU3HaYeHoro opraHy 3 OLiHKV BiANOBIAHOCTI

CNYXBA TEXHIYHOI NIATPUMKW/CNTYXXEA NIATPUMKW KNIEHTIB

< Gynotec B.V.
Fﬁﬁ Rijksweg 150

6581 ET Malden The Netherlands (Hiaepnangn)

(FinoTtek B.B.)

Ten.: +31 (0)243 58 65 82

dakc: +31 (0)

URL-agpeca: http://www.gynotec.nl

243 58 13 55

appeca en. nowTu: info@gynotec.nl

“ FertiPro NV (®eprtillpo HB)
Industriepark Noord 32 (IlHgycTpiansHuin napk Hopa 32)

8730 Beernem Belgium (8730 BeepHem Benbris)

Ten.: +32 (0)50 79 18 05

dakc: +32 (0)

507917 99

URL-agpeca: https://www.fertipro.com
appeca en. nowTu: info@fertipro.com

YNOBHOBAXEHWA NPEACTABHUK B YKPATHI

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-agpeca: www.stoik.com.ua

agpeca en. nowTw: stoik.ivi@gmail.com

Ge3nekn Ta
3aCTOCYBaHHA MNPOAYKTY 3BepTaiTecs [0 Cnyxou




