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SpermWash®
SW-0002 25 x 2 ml SpermWash®
SW-0010 25 x 10 ml SpermWash®
SW-0050 1 x 50 ml SpermWash®
SW-0100 1 x 100 ml SpermWash®
SW-0250 1 x 250 ml 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): = 80%

. 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

. 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.

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 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
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.

. 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.

. Do not re-sterilize after opening.

e Keepin 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.

. 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 IUl 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
Iml.

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 SpermwWash®.

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.


http://www.gynotec.nl/
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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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SpermWash®

SW-0002 25 x 2 mn SpermWash®

SW-0010 25x 10 mn SpermWash®

SW-0050 1 x50 mn SpermWash®

SW-0100 1x 100 mn SpermWash®

SW-0250 1x 250 ma SpermWash®

SW-0500 1x500 mn SpermWash®
3ACTOCYBAHHA

SpermWash® rnpusHayeHe AN NpoBedeHHs npoueayp in vitro 3
TNIOACBKMMU rameTaMu (cnepmaTo3oigaMu Ta oouMTamMu), BKIKYalouu
NPOMMUBAHHSA ramer, npoueaypu drnoTauii cnepmarosoifis,
BHYTpilWHbOMATKOBY iHceMiHauito (IUl) cnepmatosoifiB Ta iH'ekuito
cnepmaro3oifis nia yac iHTpauuTonnasMaTU4YHoI iH'ekuii
cnepmatosoigis (ICSI). SpermWash® Takox Moxe BUKOPUCTOBYBaTUCA
ONs NPOMMBAHHA Ta BUTPUMKM TOACBKMX eMOpioHiB, a Takox Ans
nepeHeceHHs embpioHiB (ET) y MOPOXHWMHY MaTku.

Jlnwe onsa npodecinHOro BUKOPUCTaHHS.

CKNAL

SpermWash® — ue rotoBe [0 BWKOpWUCTaHHA 3abydepeHe HEPES
cepefoBuLLe, SIKe TAKOX MICTUTb (DEHONOBUI YepBOHUN, OikapOoHar,
disionoriyHi coni, rMKoO3y, nakTat, nipysaT i NOACBKMIA CUPOBaTKOBUN
anbbymiH (4.0 r/n; nikapcbka pevyoBMHA, OTpMMaHa 3 MNna3Mu KpOBi
noAanHK) i reHTamiumH (10 mr/n, nikapcbka pevyoBuHa).

KOHTPOIb AKOCTI

. pH B mexax 7.30-7.90 (kpuTepii BUBinNbHeHHs: 7.30- 7.60)

e OcmonsaneHicTb: 270-290 mOcm/kr

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

e  TecT Ha CTepWUnbHICTb 3a YMHHUM CTaHAapToM €Bp. dapm.
2.6.1/USP <71>: Hemae pocty

e  TecCT Ha BUXMBaAHHS CnepMaTo30igiB NioanHu: % pyxnmMBOCTI
NOPIBHAHO 3 KOHTPOJILHUM 3pa3koM Yyepes 24 roauHu: = 80%

. AHani3 ogHOKNITUHHUX MuLadYmMx embpioHiB (% ©nacToumcT
Yyepes 96 roauH, Yac ekcrnosuii B TeCToBoMy cepefoBuLLi: 60
XBUINKWH): = 80%

e XimiyHWI cknag

. BukopucTaHHsi npoaykTiB ctaHaapTy €8p. papm. A6o USP,
AKLLIO 3aCTOCOBHO

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

SpermWash® cTepunisyeTbCa 3a [OMOMOMOK acenTUYHWX METOAiB
06pobku.

3ANOBIKHI 3AXOON TA NONEPEMXEHHA

. o6 yHVKHYTM MOXNMBOI KOHTaMmiHauii, cnig 3actocoByBaTu
acenTnyHi MeToau oBpobKM, HaBiTb SKLLO MPOJYKTU MICTATb
reHTamiumH.

. Mig yac poboTu 3i 3paskamu 3aBXAWN HagsrantTe 3axXUCHWUN
opsr.

. 3 ycima npenapartamu KpoBi Criif, NOBOAUTUCS 5K 3 MOTEHLIHO
iHdekuinHMMK.  BuxigHui  maTepian, BWKOpUCTaHUM Ans
BMPOGHMUTBA UbOrO npoAdykTy, OyB npoTecToBaHWiA i
BU3HaHW HepeakTBHUM Ha HbsAg i Takum, wo mae
HeraTMBHY peakuito Ha aHTuTina go HIV-1/-2, HIV-1, HBV, a
Takok HCV. Kpim Toro, BuxigHun matepian 6yB
npoTecToBaHWi Ha napsoBipyc B19 i 6yno BctaHOBMNEHO, Lo
NOro MOKa3HUKU 3HaXoAAaTbCsl Yy Mexax Hopmu. XopeH 3
BiJOMUX MeTofiB TECTyBaHHsi HE MOXe rapaHTyBaTu, Lo
nNpoayKTW, OTPUMaHi 3 NACHbKOI KPOBi, HE NepefaBaTUMyTb
30yaHWKIB iHdEKLIN.

. CraHgapTHi 3axogu pfgns  3anobiraHHa  iHdbekuiam, LWwo
BMHUWKaIOTb BHACNIQOK 3aCTOCYBaHHsI ikapCbkux 3acobis,
BUrOTOBINEHNX 3 JOACHLKOI KPOBi abo nnasmu, BKIOYaOTb
BiAbip AOHOPIB, CKPWHIHM iHAMBIAyanbHWX JOHAaUin i nynis

nnasMyM Ha HasiBHICTb cneuudivyHMX MapkepiB iHdekuii Ta
BKIIOYEHHS  e(eKTMBHUX  BUPOOHWMYMX  eTaniB  Ans
iHakTMBaLji/ycyHeHHa BipyciB. HesBaxatounm Ha ue, npu
BBeEHHI NMikapcbknx npenapaTiB, BUFOTOBMEHMX 3 JTHOACHKOI
KpoBi abo nnasmu, MOXNMBICTb NepeaaYi 30yaHVKIB iHpeKLin
He Moxe OyTu MOoBHICTIO BuKIOYeHa. Lle Takox cTocyeTbes
HeBigoMMx abo HOBUX BIipyCiB Ta iHWMWX nNaToreHis.
[MoBigoMneHHs Mpo niaTBepAXeHe MepeHeceHHs BipyciB 3
anbObyMiHOM, BWUrOTOBMEHUM BIQMOBIAHO [0 creumdikauin
€BponencbKoi hapmakonei 3a BCTaHOBJIEHUMM
TEXHOSOrYHMMU NpouecamMu, BigcyTHi. Tomy 3 ycima 3paskamu
CniJ NOBOAMTMCS SiK 3 TaKUMMU, Lo 3aaTHI nepeaasatu HIV abo
renaTur.

. Mpo OyOb-AKWIA CEpPWO3HWIA IHUMAEHT (SIK BU3HA4YeHO B
€BponencbkoMy pernameHTi  WoAOo MeAUYHMX  BUpoGiB
2017/745), wo cTaBcs, cnig nosigommntn komnaHito Gynotec
B.V. i, 32 HEOOXiQHOCTi, KOMMNETEHTHWIN OpraH AepXXaBu-yrneHa
€C, B sKill 3apeecTpoBaHUii KOpUCTyBay Ta/abo nauieHT.

NEPEBIPKA NEPEQ] BUKOPUCTAHHAM
e He BukopucToBynTE nNpPOAOYKT, SKWO nnomba KoHTelHepa
poskpuTa abo noLuKoAXKeHa M Yac JOCTaBKu.
. He BUKOpMCTOBYiTE, SIKLLO NPOAYKTY MatoTb O3HAKW MiKPOGHOT
KOHTamiHauji abo ctanm MyTHUMM.
He BukopuctoBynTe nicns 3akiH4eHHS TepMiHy NpMAATHOCTI.
He 3amopoxynTe nepes BUKOPUCTAHHSAM.
He cTepunisynte NnoBTOPHO nicns BigKpUTTS.
3b6epiraite B opuriHanbHii ynakosLji A0 AHSA BUKOPUCTaHHSA.
3anexHo Big KinbkoCTi npoueayp, SKi BMKOHYBaTUMYTbCS
nNpoTAroM OfHOro  AHA, BiAbepiTb  HeobOXxigHWn  06'em
cepefoBulla B acenTUYHMX YMOBax Yy  BiAMOBIQHWN
CTepunbHUA peumnieHT. Lie pobutbcs ans toro, Wwob yHUKHYTH
6araTopa3oBuvx BIOKPUTTIB/LUMKMIB HarpiBaHHS cepeaoBuLua.
YTunisynte Hagnuwok (HEBUKOPUCTaHOT0) cepeaoBuLLa.
. [eHTamiuMH He cnig 3acTocoByBaTW Ha MauieHTax, §Ki, SK
BiJOMO, MalTb anepriv Ha reHTamiumH abo noAdibHi
aHTUBIOTUKN.

YMOBUW 36EPIFAHHA

. 36epiraiite npogykTu 3a Temnepatypu 2-8 °C.

e  3bepirante nogani Bia (COHAYHOro) cBiTNa.

. MMicna BiOKPUTTSA KOHTeWHepa He BMKOPUCTOBYWTE MNPOOYKT
Aosuwe 7 gHiB. HeobxigHO migTpumyBaTu CTEPUIibHI YMOBH i
36epiraTu npogyKT 3a Temnepatypu 2-8 °C.

. YTunidynte BMpOOM BIiAMOBIAHO [0 JOKaNbHUX MpaBun
yTunisauii MmegnyHux Bupobis

IHCTPYKLIIT I3 3ACTOCYBAHHSA

MeTtopn

Ockinbku ue cepenosuile Mictute HEPES, nepeq BUKOpUCTaHHAM 0ro
He cnig nomiwartn B CO,-iHkyBaTop. LLo6 3abesneuntn Temnepatypy
cepepoBuwia 37 °C nig 4ac 3acTtocyBaHHsl, HeobxigHa nonepegHs
iHkybauis B iHkybaTopi (6e3 CO,) abo Ha HarpiBanbHii nNAWTI.
lMepekoHanTecs, WO KpuWLIKa 3akpuTa Npu po3MilleHHi dnakoHis B
iHkybaTopi 3 cepepoBuLem CO,, OCKiNbku Lie AO3BONUTb 3HU3UTU PIBEHD
pH 0o 6.90-6.95.

KoxxHa nabopaTtopis NoBUMHHa KepyBaTUCSt BMaCHUMMW 3aTBEPmXEHUMU
npoueaypaMu, ONTMMI30BaHMMKM s i iHAMBIgyanbHOI  MeAWMYHOT
nporpamu. Npu BukoHaHHI IUl abo ET goTpumyiTech iHCTPYKUin A0
KOHKPETHMX 3acToCOBYBaHWX KaTeTepiB. KpiM Toro, Hwxye HaBedeHO
AopaTtkoBy iHOPMaLiio Npo HacTyMHI Npoleaypu:

NMpomuBaHHA cnepmaTo30iaiB (pekoMeHAoBaHa npoueaypa)
[MpommBaHHA CcMepmaTto30ifiB  MOXHA NPOBOAMTU  3a  KiIMHATHOI
TemnepaTtypu abo 3a TemnepaTtypu 37 °C.

1. [Hopaiite 5 mn SpermWash® go HaTUBHOMO 3paska criepmm i
nepemiwante. LieHTpudyryinte 5-10 XBUNUH NPy NPUCKOPEHHI
6nusbko 300g.

2.  Bwpanitb HapgocapoBy piauHy i 3anuwTte 6nusbko 0.5 mn
cnepmu B LEHTpUMYXHIi NpobipLi.

3. [Jopaitte 5 wmn SpermWash® vy npoGipky. O6epexHo
nepemillanTe po3ymH 4O MOBHOMO PO3YUHEHHS ocaay.

4.  3HoBy ueHTpudyryinte 5-10 xBunuH npu npuckopeHHi 300g.

5. Cycnengyiite y BignosigHomy o6'emi SpermWash®.



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

1. OB6epexHo HaHeciTb 1.5 Mn SpermWash® Ha 1 mn cnepmu B
KOHIYHY LIeHTpUYKHY NpobipkKy.

2. Haxunite npoGipky nig kytom 45° Ta iHKyOynTe npotsrom 1
roavHu 3a Temnepatypu 37 °C.

3. OOGepexHO nNepeBEpPHITb Yy BePTUKANbHE MOMOXEHHS i
BMAaniTb BEPXHin 1 mn wap.

4. Po3BeaiTb Lo aniksoTy pyxoMux KnituH 2-5 mn SpermWash®.
LleHTpudpyrynte npotsarom 5-10 XBUMMH NpU NPUCKOPEHHI
300g, BupaniTb HagocafdoBYy piAWMHY | Ha 3aBepLUeHHS
pecycnenaynte B 0.5 mn SpermwWash®.

KOPOTKUW Ornan BE3NEKAW 3ACTOCYBAHHA TA KMIHIYHOI
E®EKTUBHOCTI (SSCP)

SSCP ana SpermWash® onucaHo xapaktepucTuku 6Gesneku Ta
eheKTUBHOCTI CepefoBuLL, 3 SIKMM MOXHa O3HAOMUTUCA Ha BeGcanTi
komnaHii Gynotec B.V. (www.gynotec.nl).

Ona oTpumaHHs pgopaTtkoBoi  iHopmauii  wopgo  Gesnekn  Ta
ePeKTMBHOCTI  3aCTOCYBaHHS MNPOAYKTY 3BepTaWTeca [0 Chyxou
TEXHIYHOI NiaTpuMkK abo Ao cnyx6u niaTpumkn knieHTie Gynotec B.V.
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3Hak BignoBiAHOCTI TEXHIYHMM pernameHTam, Lo
CyNpOBOAXYETLCA iAeHTUIKaLinHUM HOMEPOM
NpU3HaYeHOro opraHy 3 OLiHKM BifNoBIAHOCTI

CNYXXBA TEXHIYHOI NIATPUMKW/CNYXEA NIOATPUMKU KNIEHTIB
< Gynotec B.V. (FiHoTek B.B.)
Hﬁﬁ Jonckherenhof 7 (OxoHkepeHxod 7)
6581 GC Malden The Netherlands (6581 GC ManbaeH HigepnaHawn)
Ten.: +31 (0)243 58 65 82
dakc: +31 (0)243 58 13 55
URL-agpeca: http://www.gynotec.nl
agpeca en. nowTwu: info@gynotec.nl
“ FertiPro NV (®eprTillpo HB)
Industriepark Noord 32 (IlhgycTpianeHui napk Hopp 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
agpeca en. nowTu: info@fertipro.com

YNOBHOBAXEHWW NPEOCTABHUK B YKPAIHI

TOB «KomnaHis 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

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