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Catalogue number
SpermpFilter® Stock Solution 100%

SPF100-0010 5 x 10 ml SpermFilter® Stock Solution 100%

SPF100-0050 1 x 50 ml SpermFilter® Stock Solution 100%

SPF100-0100 1 x 100 ml SpermFilter® Stock Solution 100%

SPF100-0250 1 x 250 ml SpermFilter® Stock Solution 100%

SPF100-0500 1 x 500 ml SpermFilter® Stock Solution 100%

APPLICATION

Intended use

SpermFilter® Stock Solution 100% is a stock solution used as sperm
preparation method for intrauterine insemination (1UI), in vitro fertilization
(IVF), intra-cytoplasmic 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® Stock Solution 100% consists of silane-coated colloidal
silica particles suspended in HEPES-buffered EBSS (Earle’s balanced
salt solution).

QUALITY CONTROL
e pH between 7.20-7.90 (Release criteria: 7.20-7.60)
Osmolality: 300-330 mOsm/kg
Density: 1.1150-1.1250 g/mi
Endotoxins (USP <85>): < 0.5EU/mlI
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%
Chemical composition
Use of Ph Eur or USP grade products if applicable
Not MEA tested
Certificate of analysis and MSDS are available upon request

SpermFilter® Stock Solution 100% is sterilized by aseptic processing
techniques.

PRECAUTIONS AND WARNINGS

e  Aseptic technique should be used to avoid possible
contamination.

e Always wear protective clothing when handling specimens.

e Al human, organic material should be considered potentially
infectious. 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.
. Do no use if the products shows any evidence of microbial
contamination or becomes cloudy.
Do not use after expiry date.
Do not freeze before use.
Do not re-sterilize after opening.
Keep in its original packaging until the day of use.

¢ 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.

STORAGE CONDITIONS

e  Store 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 = 3509

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.

Instructions for preparation of gradients
Mix the density gradient bottles by 5 bottle inversions before use.

We advise to prepare a dual gradient system (45%— 90% or 40% — 80%)
starting from SpermFilter® Stock Solution 100%. If preferred a multi-layer
can be used as well (e.g. 45% —70% —90%). To prepare a 90% gradient,
mix 1 part SpermTec® Wash or SpermWash® (distributed by Gynotec
B.V.) with 9 parts SpermFilter® Stock Solution 100%. A 45% gradient is
prepared by mixing 5.5 parts SpermTec® Wash or SpermWash®
(distributed by Gynotec B.V.) with 4.5 parts SpermFilter® Stock Solution
100%. Alternatively any HEPES-buffered EBSS-based medium can be
used for the preparation of the gradients.

Note: Gradients should be prepared and repacked under sterile
conditions (e.g. LAF bench ISO Class 5). For optimal results, prepare the
gradients maximum 24 hours prior to use, store at 2-8 °C and warm
gradients to room temperature or 37 °C one hour before use. Mix well
after diluting the SpermFilter® Stock Solution 100% solution.

Instructions for sperm selection with fresh semen samples:

example using a 45%-90% gradient system (but other gradients are

possible)
1. Transfer 2.5ml of the prepared 45% gradient into a sterile
disposable centrifuge tube.

2. Place 2.5ml of the prepared 90% gradient under the prepared
45% gradient. 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 90%
gradient. This two layer gradient is stable for up to two hours.

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

4.  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.

5. Remove supernatant down to the pellet.

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

7. 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.



8. Remove supernatant down to the pellet and repeat steps 6 and
7.

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

Instructions for sperm selection with frozen semen samples:

example using a 45%-90% gradient system (but other gradients are

possible)
1. Transfer 1ml of the prepared 45% gradient into a sterile
disposable centrifuge tube.

2. Place 1ml of the prepared 90% gradient under the prepared
45% gradient. 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 90% gradient.
This two-layer gradient is stable for up to two hours.

3. Gently place the thawed semen sample onto the 45% gradient
using a transfer pipette (0.5-1ml).

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

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

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

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

8. Remove supernatant down to the pellet and repeat steps 6 and
7.

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

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE (SSCP)

The SSCP for SpermFilter® Stock Solution 100% 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.
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Homep 3a kaTanorom
SpermFilter® Stock Solution 100%

SPF100-0010 5 x 10 mn SpermFilter® Stock Solution 100%

SPF100-0050 1 x 50 mn SpermFilter® Stock Solution 100%

SPF100-0100 1 x 100 mn SpermFilter® Stock Solution 100%

SPF100-0250 1 x 250 mn SpermFilter® Stock Solution 100%

SPF100-0500 1 x 500 mn SpermFilter® Stock Solution 100%

3ACTOCYBAHHA

MpusHayeHHs

SpermFilter® Stock Solution 100% — ue BMXiOHWIA PO3YMH, KU
BVIKOPVICTOBYETLCS ans niaroToBKM cnepmu 3 METOI0
BHYTPILLHbOMATKOBOI  iHCeMiHauii  (BMI),  ekcTpakopnopanbHOro
3annigHeHHs (EK3), iHTpauuTonnasmaTuyHoi iH’ekuii cnepmarto3oiis
(IKCl) Ta iHWWXx MeTofiB [AOMOMIKHUX PEenpoayKTUBHUX TEXHOIOTIN
(APT).

Moka3aHHA OO 3acTOCYyBaHHA

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

Mepen6ayvyBaHi kopuctyBayi

MepenbavyBaHnMun kopucTyBavyamu € daxiBui 3 OPT (nabopaHTu,
embpionoru abo nikapi).

LinboBa rpyna nauieHTiB

LlinboBa rpyna nauieHTiB cknagaeTbecs 3 NauieHTiB Ta nap, Aki NpoxoasTb
nikyBaHHs 6e3nnigas.

CKNnAO

SpermFilter® Stock Solution 100% cknagaeTbea 3 NOKPUTUX CUNAHOM
KOMOIAHUX YaCTUHOK KpEMHe3eMy, CycrneHaoBaHux y 36anaHcoBaHoMy
conboBoMmy po3uunHi Epna (EBSS), 3abydeperomy HEPES.

KOHTPOIb AKOCTI

e  pH B mexax 7.20-7.90 (kpuTtepii BuBiNbHeHHS: 7.20- 7.60)

. OcmonsanbHicTb: 300-330 mOcm/kr

e T[yctuHa: 1.1150-1.1250 mr/mn

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

e TecT Ha CTEPUIbHICTb 3@ YUHHUM CTaHAAPTOM E€Bp. hapm.
2.6.1/USP <71>: Hemae pocty

. TecT Ha BUXMBaHHA cCnepMaTo30iaiB NoguHu:
<& % PYXMMBOCTi NOPIBHAHO 3 KOHTPOMbHUM 3pa3koM Yepes 4
roavHu: = 80%
<& % PyXnMBOCTI NOPIBHAHO 3 KOHTPOMbHUM 3Pa3koM Yepes
24 rogunHn: 2 75%

. XimivHuIM cknapg,

. BukopuctaHHs npoaykTiB ctaHgapTy €8p. dapm. abo USP,
SIKLLLO 3aCTOCOBHO

. He npoTecTtoBaHO Ha eMOpioHax MULLE

e CeptudpikaT aHanidy Ta nacnopt 6esneku matepiany (MSDS)
HafalTbCs 3a 3anUToM

SpermFilter® Stock Solution 100% cTepunisyeTbcsa 3a 4ONOMOroko
acenTnYHUX MeToaiB 06pobku.

3ANOBIKHI 3AXOU TA NONEPEMKXEHHA

e o6 yHMKHYTM MOXNMBOI KOHTaMiHauUii, cnig 3acTocoByBaTh
acenTuyHi MeToam o6poGKM.

. Mig yac poboTu 3i 3paskamu 3aBXAW HagaramTe 3axMCHWUM
oasr.

e Yci noacbki opraHiyHi  MaTepianu cnig  pos3rnggatv sk
NOTEHLiHO iHdeKUiHi. [MoBoabTecsa 3 ycima 3paskamu Sk 3
Takumu, Wo 3aaTHi nepenasaty BIJ1 abo renatur.

e [lpo Oyab-AkuiA CEpPMO3HUIA iHUMAEHT (SK BU3HA4YeHO B
€BponencbkoMy perfameHTi WoAO0 MeAUuYHUX  BupobiB
2017/745), wo cTtaBcs, cnig nosigomMutn komnaxito FertiPro

NV i, 3a HeOOXigHOCTi, KOMNETEHTHUI OpraH Aep)XaBu-yneHa
€C, B siKill 3apeecTpoBaHmWii kKopucTyBad Ta/abo nauieHT.

NEPEBIPKA NEPE] BUKOPUCTAHHAM

. He BUWKOpPUCTOBYWTE MPOAYKT, $KWO nromba KOHTeWHepa

po3kpuTa abo noLukoaKeHa nif Yac JOCTaBKU.

. He BMKOPWCTOBYITE, SKLLO NPOAYKTM MaloTb 03HaKU MiKPOBHOI
KOHTaMmiHaujii abo cTanu MyTHUMMU.
He BukopucToByTe nicns 3akiH4eHHS TepMiHy NPMAATHOCTI.
He 3amopoxyiiTe nepes BUKOPUCTAHHAM.
He cTepunisynte NnOBTOPHO Nicns BigKpUTTS.
36epiraiiTe B opuriHanbHil ynakoBLi A0 AHA BUKOPUCTAHHS.
3anexHo Big KiNbKOCTi mpoueayp, siki BUKOHYBaTUMYTbCS
NpOTAroM OJHOro  AHs, BigbepiTb HeobXigHu  ob'em
cepefoBulla B acenTMYHMX YMoOBax Yy  BiOMOBIAHWN
CTepunbHUI peunnieHT. Lie pobutbest ons Toro, Wo6 yHUKHYTK
BGaraTtopasoBux BiOKPUTTIB/UMKNIB HarpiBaHHs cepefoBuLLa.
YTunisynte Hagnuwok (HeBMKOPUCTAHOro) cepeaoBuLLa.

YMOBMU 3BEPITAHHA

e  3b6epiraiite 3a Temnepatypu 2-8 °C.

e  3bGepirante nogani BiA (COHAYHOro) cBiTNa.

. Micna BIiOKPWUTTS KOHTEWHepa He BMKOPUCTOBYWTE MNpPOAYKT
poBwe 7 AHiB. HeobXxigHO migTpumyBaTtu CTEPWribHI YMOBM i
36epiratu npodykT 3a Temnepatypu 2-8 °C.

. YTunisynte BupoGUM BiOMOBIOHO [0 rOKanbHWUX MpaBurn
yTunisauii meguyHux Bupobis

PO3PAXYHOK BIOLUEHTPOBOIO MNPUCKOPEHHA (YNCIA G
3HayeHHs  BiALEHTPOBOrO  MPWCKOPEHHS  LEeHTpUdyrn  MOoxHa
po3paxyBaTu 3a uieto hopmynoto:

g=1.118 x r x rpm2 OR rpm = KBagpatHui1 kopiHb {g/ 1.118 x 1)}
I = pajiyc ueHTpudyrm B Mm
rpm = kinbkictb 06epTiB 3a xBunuHy / 1000

Mpuknag 1:

r=100 mm;

rpm = 1800 obepTiB 3a XBUNUHY

g=1.118x 100 x 3.24 = 362¢g

Mpuknapg 2:

r=100 mm;

g =350g

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

IHCTPYKLIIT I3 3ACTOCYBAHHSA

MeTton

KoxHa nabopaTtopis MnoBMHHa po3pobuTU Ta 3aTBepaWTM BRaCHI
npoLiesypu Ta NPOTOKOMM.

IHCTpYKLUis 3 NpUroTyBaHHsA rpapicHTIB
Mepen BMKOPUCTAHHSAM 3MillaiTe (ONakoHWM 3 FPagIEHTOM LUiNIbHOCTI,
nepesepHyBLUX iX 5 pasiB.

Mu pekomeHayemo rotyBaTvt cuCTeMy 3 NOABIMHUM rpafieHTom (45% —
90% a6o 40% — 80%), noumHatoun 3 SpermFilter® Stock Solution 100%.
3a 6axaHHSM MOXHa TakoX BMKOPMUCTOBYBAaTU BaraToluapoBuii BapiaHT
cepegoBuLla (Hanpuknag, 45% — 70% — 90%). Ans npurotyBaHHsA 90%
rpagieHta 3miwante 1 uactmHy SpermWash® (Cepepgosuiue
SpermWash®) / SpermTec® Wash (Cepegosuiie SpermTec® Bou)
(omcTpu6'iotop Gynotec B.V.) 3 9 uactmHamu SpermFilter® Stock
Solution 100%. 45% rpadieHT roTyeTbCs LUMSXOM 3MillyBaHHA 5,5
yacTuH SpermWash® (Cepenosuie SpermWash®) / SpermTec® Wash
(Cepenosue SpermTec® Bow) (auctpub'iotop Gynotec B.V.) 3 4,5
yacTuHamm SpermFilter® Stock Solution 100%. Kpim Toro, ans
NpUroTyBaHHS  rPafieHTiB  MOXHa  BuKopucToByBaTW  Byab-sike
cepefoBULLEe Ha OCHOBI 36anaHcoBaHOro COMnbOBOro posyvHy Epna,
3abydepeHoro HEPES.

Mpumitka. pagieHTn cnig roTyBatn i nepenakoByBaTN B CTEPUNBbHUX
ymoBax (Hanpwuknag, Ha cteHgi LAF, knac ISO 5). [ina gocsarHeHHs
ONTUMarnbHWUX pe3ynbTaTiB rpafdieHTu crig rotyBaTu WoHanbinbLue 3a 24
rogvHW [0 BUKOPUCTaHHs, 36epiratv 3a Temnepatypu 2-8 °C Ta
nigirpiBatm go kiMHaTHOI Temnepatypu abo Ttemnepatypu 37 °C 3a
roAguMHy A0 BukopucTaHHs. [oGpe nepemiwaite nicns po3BedeHHs
poauunHy SpermPFilter® Stock Solution 100%.



IHCTpyKUii 3 BinGopy crnepmu 3i CBiXUX 3pa3kiB cnepMu: Npuknag
BUKOpUCTaHHA 45%-90% rpapieHTHOI cucTemMu (ane TaKoX MOXHa
BUKOPUCTOBYBATU M iHWI rpagieHTu)

1.

2.

MepeHecitb 2.5 mn nigrotoBneHoro 45%
CTepunbHy 0QHOPa3oBY LEHTPUMYKHY NPoBipKy.
Dopante 2.5 mn nigrotoBneHoro 90% rpagieHTa nig wap
nigrotosneHoro 45% rpagieHta. MNepekoHaviTecs, Wo obuaea
Lapu 4iTKo BigoKpemneHi ogwH Big ogHoro. [Ons uboro
MOMICTiTb KiHYMK NiNeTK1 Ha AHO NpoBipKM i NOBINBHO A03yWTe
90% rpapieHT. Llen pBowapoBui rpagieHT 3anuiiaeTbest
cTabinbHUM NPOTSIroM ABOX FOAMH.

ObGepexHo BHeCiTb A0 2.5 Mn po3pimkeHoi cnepmn Ha 45%
rpagieHT 3a AONOMOroLo MiNneTku AN NepeHeceHHs maTtepiany.
He BukopucToByiTe 6inbwimii 06'em, Hik 06'eM oOkpemmx
rpagieHTHUX wapis, a6o Ginbiie 10° KOMIPOK.

LleHTpudpyrynte 15-18 xBunuH npu npuckopeHHi 350-400g.
Micna 3aBeplleHHs1 LEHTpUdyryBaHHs ocag Moxe 6yTu
BidyanbHO HEMOMITHUM. FAKLLO Le Tak, HeOOXiAHO NPOAOBXUTU
npouenypy, MOBTOPHO  BUKOHABLUM  LEHTPUGYTyBaHHS
npoTsarom 3-5 XBUnuH.

Bupanite HagocagoBy pigvHy ax fo ocagy.

Oopante 2-3 Mn cepegoBuwia Ansi NPOMUBaHHS cnepMmu
(Hanpuknaa, SpermWash® (Cepegosuiie SpermWash®)/
SpermTec® Wash (Cepemosuiie SpermTec® Bow) Big
Gynotec B.V.) i pecycnengyite ocag.

LleHTpudoyrynte npotsirom 8-10 XBUMMH NpU NPUCKOPEHHI
300g. binbw Bucoka  KOHUEHTpaUis  crnepmaTo3oidiB
BMMaraTume LEHTpUdyryBaHHs npoTsarom He Ginbwe 10
XBUMWH, W06 3abe3neuntn MoBHe i peTerbHe NMPOMMBAHHSA
crnepmu.

Bupanite HapocapoBy pigvHy ax [[o ocagy i MOBTOPHO
BUKOHaNTE KPOKM 6 Ta 7.

Bupanite HapgocagoBy pigvHy i 3amiHiThb Ti focTaTHiM 06'eMom
BiMOBIAHOrO NOXWBHOIO CepefoBULLa.

rpagieHta B

IHCcTpyKUii 3 BiAGopy cnepmu i3 3amMopoXeHUX 3paskiB crnepmu:
npuKknag BUKopucTaHHsA 45%-90% rpaaieHTHOI cuctemu (ane Takox
MOXXHa BUKOPUCTOBYBATU M1 iHWI rpagieHTn)

1.

2.

MepeHecite 1 Mn nigrotoBneHoro 45% rpagieHTa B CTEPUIbHY

0HOPa30BY LIeHTPUAYXHY NpobipKy.

Oopante 1 mn nigrotoBneHoro 90% rpagieHTa nig wap
nigrotosneHoro 45% rpagieHta. MNepekoHaviTecs, Wo obuaea
wapu 4iTko BigoKpemneHi oguH Big ogHoro. [Ons Uboro
MOMICTiTb KIHYMK NiNEeTKN Ha AHO NpoGipKM i NOBINbHO A03yiTe

90% rpapieHT. Llen pBowapoBui rpagieHT 3anuiiaeTbest

cTabinbHUM NPOTSAroM ABOX FOAMH.

O6GepexxHO MOMICTiITb PO3MOPOXKEHMWI 3pa3ok Cnepmu NoBepx

45% rpapgieHTa 3a OONOMOrol MiNeTkn Ans nepeHeCceHHsi
matepiany (0.5-1 mn).

LleHTpudpyrynte npotsarom 15-20 XBUAMH NpU NPUCKOPEHHI
50g.

Bupanite HagocaaoBy piavHy A0 No3Hayku He MeHwe 0.5 mn
Hag ocagoMm.

Oopante 2-3 Mn cepepoBuia Ansi NPOMUBaHHS cnepMmu
(Hanpuknan, SpermWash® (Cepeposuie SpermWash®) /
SpermTec® Wash (Cepepoeuiie SpermTec® Bow)sig

Gynotec B.V.) i pecycnengyite ocag.

LleHTpudoyrynte npotsrom 8-10 XBUMMH NpU MPUCKOPEHHI
00g.

Bupanitb HagocagoBy piguHy ax A0 ocagy i MOBTOPHO
BUKOHANTE KPOKM 6 Ta 7.

Bupanite HapgocagoBy pigvHy i 3amiHiThb Ti foctaTHiM 06'emMom
BiMOBIAHOrO NOXWBHOIO CepeafoBULLa.

KOPOTKWUW Ornsafd BE3NEKA 3ACTOCYBAHHA TA KNIHIYHOI

E®EKTUBHOCTI (SSCP)

SSCP ans SpermFilter® Stock Solution 100% onMcaHo xapakTepucTUki
6e3neku Ta eheKTUBHOCTI CepeaoBULL, 3 SKUM MOXHa 03HaNOMUTUCS Ha
Beb6canTi komnanii Gynotec B.V. (www.gynotec.nl).
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URL-agpeca: http://www.gynotec.nl

243 58 13 55

appeca en. nowTu: info@gynotec.nl

FertiPro NV (®eprtillpo HB)
Industriepark Noord 32 (IlHgycTpiansHui 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 «KomnaHia 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

Ons  oTpumaHHs pgopaTtkoBoi  iHdopmauii  wogo 6Gesnekn  Ta
eeKTMBHOCTI 3acTOCyBaHHA MNpPOAYKTY 3BepTanWTecs [0 Crnyxowu
TEXHIYHOI NiaTpuMKK abo Ao cnyxou niaTpumku knieHTie Gynotec B.V.



