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SpermWash®
SW-0002 25 x 2 ml Sperm Wash®
SW-0010 25 x 10 ml SpermWash®
SW-0050 1 x 50 ml SpermWash®
SW-0100 1 x 100 ml SpermWash®
SW-0250 1x250ml SpermWash@
SW-0500 1 x 500 ml SpermWash®
APPLICATION

SpermWash® is intended for in vitro procedures involving human
gametes (sperm and oocytes), including washing of gametes, sperm
swim-up procedures, intra-uterine insemination (IUl) of the spermatozoa
and sperm injection during intracytoplasmic sperm injection (ICSI).
SpermWash® can also be used for human embryo washing and holding,
and for embryo transfer (ET) in the uterine cavity.

For professional use only.

COMPOSITION

SpermWash® is a ready-to-use HEPES buffered medium which also
contains phenol red, bicarbonate, physiologic salts, glucose, lactate,
pyruvate and Human Serum Albumin (4.0 g/I; medicinal substance
derived from human blood plasma) and gentamicin (10 mg/l, medicinal
substance).

QUALITY CONTROL

. pH between 7.30-7.90 (Release criteria: 7.30-7.60)

e Osmolality: 270-290 mOsm/kg

e Endotoxins (USP <85>): < 0.25EU/mI

e  Sterility test by the current Ph. Eur. 2.6.1/ USP <71>: No
growth

e Human sperm survival assay (% motility compared with control
after 24 hours): 2 80%

e One-cell mouse embryo assay (% blastocysts after 96 hours,
exposure time to test medium: 60 minutes): = 80%

e  Chemical composition

e Use of Ph Eur or USP grade products if applicable

e  Certificate of analysis and MSDS are available upon request

SpermWash® is sterilized by aseptic processing techniques.

PRECAUTIONS AND WARNINGS

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

o 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 Anti-HIV-
1/-2, HIV-1, HBV, and HCV. Furthermore, source material has
been tested for parvovirus B19 and found to be nonelevated.
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 N.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

¢ 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.

e Do not freeze before use.

e Do not re-sterilize after opening.

e 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.

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°C — 8°C.

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

INSTRUCTIONS FOR USE

Method

As this medium does contain HEPES, the medium should not be placed
in a CO; incubator prior to use. Preincubation in incubator (without CO,)
or heating plate is required to ensure that the temperature of the
medium is 37 °C at use. Make sure that the lid is closed when bottles are
placed in an incubator with CO, as this will lower the pH to 6.90-6.95.

Each laboratory should consult its own validated procedures, optimized
for its individual medical program.
When performing Ul or ET, follow the instructions of the specific
catheters used. In addition, some additional information on the following
procedures is provided below:

Washing of spermatozoa (suggested procedure)
The washing of spermatozoa can be done at room temperature or at 37
°C.
1. Add 5ml SpermWash® to the native semen sample and mix.
Centrifuge for 5-10 minutes at approximately 300g.
2. Remove supernatant and leave about 0.5ml of semen in the
centrifuge tube.
3. Add 5ml SpermWash® to the test tube. Mix the solution gently
until the pellet is completely dissolved.
4. Centrifuge again for 5-10 minutes at 300g.
5. Resuspend in a suitable volume of SpermWash®.

Swim-up procedure (according to WHO, 2021)

1.  Gently layer 1.5ml SpermWash® over 1ml of semen in a
conical based centrifuge tube.

2. Incline the tube at an angle of 45° and incubate for 1 hour at
37 °C.

3. Gently turn to the upright position and remove the uppermost
1ml.

4. Dilute this aliquot of motile cells with 2-5ml SpermWash®,
Centrifuge for 5-10 minutes at 300g, remove supernatant and
finally resuspend in 0.5ml of SpermWash®.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE (SSCP)

The SSCP for SpermWash® 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 KaTtanorom

SpermWash®
SW-0002 25 x 2 mn SpermWash®
SW-0010 25 x 10 mn SpermWash®
SW-0050 1 x50 mn SpermWash®
SW-0100 1x 100 mn SpermWash®
SW-0250 1x250 mn SpermWash®
SW-0500 1x500 mn SpermWash®
3ACTOCYBAHHA

SpermWash® npusHaveHe ANs npoBedeHHs npouedyp in vitro 3
TNIOACBKMMU rameTaMu (criepmaTo3oifaMu Ta oouuTamu), BKIYakym
NPOMUBaHHS ramer, npoueaypu dnoTauii cnepmarosoifis,
BHYTpilWHbOMAaTKoBY iHcemiHauito (IUl) cnepmatosoigiB Ta iH'ekuijto
cnepmaro3oigis nig yac iHTpauMTOonnasMaTU4HOI iH'exuii
cnepmartosoigie (ICSI). SpermWash® Takox Moxe BUKOPUCTOBYBATUCA
ONns NPOMMBaHHA Ta BUTPUMKU JIOACBKUX €MOpIOHIB, a Takox Ans
nepeHeceHHs embpioHiB (ET) y NOpoXXHUHY MaTKu.

Jlnwe ansa npodecinHOro BUKOPUCTaHHSI.

CKNnAL

SpermWash® — ue rotoBe [0 BUKOpUcTaHHs 3abycepeHe HEPES
cepenoBULLE, SIke TaKOX MICTUTb (DEHOMOBUI YepBOHWIA, bBikapboHar,
dpigionoriyHi coni, rMOKo3y, nakrar, nipysaT i MOACLKUIA CMPOBaTKOBUIA
anbbymiH (4.0 r/n; nikapcbka pe4oBMHA, OTpMMaHa 3 MNna3Mu KpOBi
NOANHK) i reHTamiumH (10 Mr/n, nikapcbka pe4yoBuHa).

KOHTPOIb AKOCTI

. pH B Mexax 7.30-7.90 (kpuTepii BUBinbHeHHs: 7.30- 7.60)

. OcmonsaneHicTb: 270-290 mOcMm/Kr

. EnpoTokeunn (USP<85>): < 0.25 OE/mn

e  TeCT Ha CTEPUIbHICTb 3a YMHHMM CTaHgapToM €Bp. hapm.
2.6.1/USP <71>: Hemae pocty

e TecT Ha BWXMBaHHA CNepmaTo30igiB NMIOANHN: Y% PyXIMBOCTI
NOPIBHSAHO 3 KOHTPOJIbHUM 3pa3koM Yepe3 24 roanHu: = 80%

. AHani3 oAHOKNITUHHMX MULLIAYUX emBpioHiB (% GnacTtouuct
yepes 96 roauH, Yac ekcrnoauLii B TeCToBoMy cepefosuLi: 60
XBUMNWH): = 80%

. XimivHuI cknapg,

. BukopuctaHHsa npogykTiB ctaHgapTy €sp. dbapm. Abo USP,
SIKLLLO 3aCTOCOBHO

e CepTudikat aHanidy Ta nacnopt 6e3neku matepiany (MSDS)
HafalTbCs 3a 3anUToM

SpermWash® crepunisyetbca 3a [OMNOMOTOK acenTUYHUX METOAIB
06pobku.

3ANOBIKHI 3AXOAN TA NONEPEMXEHHA

. LUo6 yHVUKHYTM MOXNMBOI KOHTaMiHauii, cnig 3actocoByBaTu
acenTnyHi MeToau oBpobKM, HaBiTb SIKLLO MPOAYKTU MICTSTb
reHTamiLuH.

. Mig yac poboTu 3i 3paskamy 3aBXAWN HafsramTe 3axXUCHUIA
opsr.

e 3 ycima npenapatamu KpoBi Cnig NOBOAUTUCS SIK 3 NOTEHUINHO
iHbeKUinHMMK.  BuxigHuiA  maTepian, BWMKOpUCTaHWN Onis
BMPOGHMUTBA UbOrO npodykTy, OyB mnpoTecTtoBaHuiA i
BW3HaHWN HepeakTMBHUM Ha HbsAg i Takum, wWwo mae
HeraTuBHy peakuito Ha aHTuTina go HIV-1/-2, HIV-1, HBV, a
Takok HCV. Kpim Toro, BuxigHum matepian 6yB
npoTecToBaHuii Ha napeoBipyc B19 i 6yno BctaHoBReEHO, Lo
MOro MOKa3HUKN 3HaxoAAaTbCcst y mexax Hopmu. XKopeH 3
BiJOMUX MeTofiB TEeCTyBaHHS He MOXe rapaHTyBaTu, Lo
NpOAYKTW, OTpUMaHi 3 MIOACLKOI KPOBi, He nepedaBaTUMYTb
36yOHVKIB iHdEKLIN.

. CraHpapTHi 3axogu Anst  3anobiraHHa  iHdekuism, LWwo
BMHMKAOTb BHAcCMiOK 3aCTOCyBaHHA nikapcbkux 3acobis,
BWUIOTOBIIEHNX 3 JIOACBKOI KpPOBi abo mnasmu, BKIOYaOTb
BiAGip [OHOPIB, CKPUWHIHI iHAMBIAyanbHUX OoHauUid i nynis

nnasMuM Ha HasiBHICTb cneuudiyHnX MmapkepiB iHGekuii Ta
BKIIOYEHHS  eeKTMBHUX  BUPOOHWMYMX  eTaniB  Ans
iHaKkTUBaLji/ycyHeHHs BipyciB. Hesaxatoun Ha ue, npu
BBeEHHI Nnikapcbknx npenapaTiB, BUFOTOBIEHMX 3 JHOACHKOI
KpoBi abo nnasmun, MOXNMBICTb NepeaaYi 30yAHWKIB iHpeKLin
He Moxe OyTu MOBHICTIO BUKIOYeHa. Lle Takox cTocyeTtbes
HeBijoMuMx abo HOBUX BIpyCiB Ta iHWMX nNaToreHis.
MoBigomMneHHA Mpo MNiATBEpPOXXEHe NepeHeceHHs BipyciB 3
anbbymiHOM, BWUrOTOBMEHWM BIAMOBIAHO A0 cneuudikauin
€BponencbKoi hbapmakonei 3a BCTaHOBMEHMMMU
TEXHOIOTYHUMM NpoLiecamu, BiACyTHi. ToMy 3 ycima 3pa3kamm
cnig NnoBoANTUCS K 3 Takumu, Lo 3aaTHi nepegasatu HIV abo
renaTwur.

. Mpo Oyab-skuiA CEPUO3HWIA HUMAEHT (SIK BU3HAYEHO B
€BpoONeNcbkoMy perfameHTi  LWoA0 MeauyHuX Bupobis
2017/745), wo cTtascs, cnig nosigomMutn komnaxito FertiPro
N.V. i, 3a HeOGXigHOCTi, KOMNETEHTHUIA OpraH AepXKaBu-yreHa
€C, B sAKill 3apeecTpoBaHUii KOpUCTyBay Ta/abo naujieHT.

NEPEBIPKA NEPE BUKOPUCTAHHAM
. He BWKOPUCTOBYWTE MPOAYKT, SKWO Mromba KOHTelHepa
po3kpuTa abo noLUKoAXKeHa nif Yac JOCTaBKu.
. He BMKOPUCTOBYITE, SIKLLIO NPOAYKTM MakoTb O3HaKU MiKPOBHOI
KOHTamiHauji abo cTanu MyTHUMMN.
He BuKopucTOBYNTE NiCNS 3aKiH4eHHA TEPMiHY NPUAATHOCTI.
He 3amopoxynTe nepes BUKOPUCTAHHSAM.
He cTepunisyiiTe NOBTOPHO Micns BigKPUTTS.
36epiraiiTe B opuriHanbHill ynakosLi A0 AHS BUKOPUCTaHHS.
3anexHo BiA KiNbKOCTi mpoueayp, SKi BUKOHYBaTUMYTbCS
npoTAroM OAHOro AHs, BiabepiTb  HeobOXigHWM  06'em
cepefoBulia B acenTMyHMX YyMoOBax y  BignoBigHWM
CTepunbHUN peunnieHT. Lie pobutbcs ong Toro, WwWo6 yHUKHYTK
6araTopas3oBux BiOKPUTTIB/UMKMIB HarpiBaHHs cepenoBuLLa.
YTunisynte Hagnuwok (HeBMKOPUCTAHOro) cepeaoBuLLa.
. eHTamiuMH He cnip 3acTocoByBaTWM Ha MauieHTax, §Ki, K
BiJOMO, MalTb aneprio Ha reHTamiuMH abo noaibHi
aHTUBIoTHKN.

YMOBU 3BEPIFAHHA

e  3bepirante npoaykT 3a Temnepatypu 2-8 °C.

e  3bGepiranTe nogani BiA (COHsYHOro) cBiTNa.

. Micna BigKPUTTS KOHTeMHepa He BUKOPUCTOBYMTE MNPOAYKT
noBwe 7 AHiB. HeobxigHoO migTpumyBaTtu CTEpUrbHI YMOBMU i
36epiratu npodykT 3a Temnepatypu 2-8 °C.

. YTunisyinte BupoGUW BiOMOBIOHO [0 rfOKanbHWMX MpaBurn
yTunisauii MmegnyHux Bupobis

IHCTPYKLIIT I3 3ACTOCYBAHHSA

MeTon

Ockinbku Ue cepeposuile mictute HEPES, nepen BUkopuCTaHHAM 1Aoro
He cnig nomiwatn B CO-iHkybaTop. o6 3abeaneuntn Temnepatypy
cepeposuwia 37 °C nig 4ac 3actocyBaHHsl, HeobXigHa nonepenHs
iHkyOauis B iHKybGaTopi (6e3 CO.) abo Ha HarpiBamnbHii nAKTI.
lMepekoHanTecs, WO KpulKa 3akpuTa Npu pPO3MilLeHHi bnakoHiB B
iHkybaTopi 3 cepepoBuiem CO,, OCKiNbKN Lie 4O3BONMUTb 3HU3UTU PiBEHD
pH o 6.90-6.95.

KoxHa nabopaTtopis NoBMHHA KepyBaTUCS BIACHUMMW 3aTBEPOXEHUMU
npouegypaMmu, OMNTMMI3OBaHMMM Ans i iHAMBIAyanbHOI  MeAMYHOI
nporpamu. Mpu BukoHaHHI IUl abo ET poTpumyinTtech iHCTpYKUid OO
KOHKPETHMX 3acTOCOBYBaHWUX KaTeTepiB. KpiM TOro, Hwk4ye HaBedeHO
[opaaTkoBy iHbopmMaLito Npo HacTymnHi npoueaypu:

NMpomuBaHHA cnepMaTo30iAiB (pekoMeHAOBaHa npoueaypa)
lMpommBaHHA cnepmaTo30ifiB  MOXHA NPOBOAMTU 3a  KiMHATHOI
TemnepaTtypu abo 3a TemnepaTtypu 37 °C.

1 Dopaiite 5 mn SpermWash® no HaTWBHOrO 3paska cnepmu i
nepemiwante. LieHTpudyrynte 5-10 XBUNUH NpU NPUCKOPEHHI
6nusbko 300g.

2. Bwpanitb HapocapoBy pigvHy i 3anuwTte 6nm3bko 0.5 mn
crnepmMu B LIEeHTpUY>XHi npobBipui.

3. [Jopante 5 mn SpermWash® y npoBipky. OBepexHo
nepemillanTe po3ymH 4O MOBHOMO PO3YNHEHHS ocaay.

4.  3Hosy ueHTpudpyryvte 5-10 xBunuH npu npuckopexHi 300g.

5. CycneHngyite y BignosigHoMy o6'emi SpermWash®.



Mpouenypa cdnorauii (BianosiagHo o Bumor BOO3, 2021 p.)

1. O6epexHo HaHeciTb 1.5 Mn SpermWash® Ha 1 mn cnepmu B
KOHIYHY LIeHTpUYKHY Npobipky.

2. Haxwunite npoGipky nig kyTom 45° Ta iHkybyiTe npoTsarom 1
roavHu 3a Temnepatypu 37 °C.

3. OOGepexHO nepeBepHiTb Yy BepTuKanbHe
BMAaniTb BEPXHin 1 mn wap.

4. PosBepiTb L0 anikBoTy pyxoMuX KniTuH 2-5 M SpermWash®.
LleHTpudpyrynte npotsarom 5-10 XBUMMH NpU NPUCKOPEHHI
300g, BupaniTb HagocagoBy piOvHY | Ha 3aBepLUeHHS
pecycnexayite B 0.5 mn SpermWash®.

NONOXEHHS i

KOPOTKUW Ornan BE3NEKU 3ACTOCYBAHHA TA KNIHIYHOI
E®EKTUBHOCTI (SSCP)

SSCP ans SpermWash® onucaHo xapakTepucTuku Geaneku Ta
eheKTUBHOCTI CepeoBULL, 3 SKMM MOXHa O3HaAOMUTUCS Ha BebcanTi
komnaHii Gynotec B.V. (www.gynotec.nl).

Ona oTpumaHHs pgopaTtkoBoi  iHdopmauii  wopo 6Gesneku  Ta
eeKTMBHOCTI 3acTOCyBaHHA MNpPOAYKTY 3BepTanWTecs [0 Chyxowu
TEXHiYHOI NiaTpuMkK abo Ao cnyxou nigTpumku knieHTie Gynotec B.V.
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