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SPCA-0010
25 x 10ml SpermCryo® All-round
APPLICATION

Intended use

SpermCryo® All-round is used for cryopreservation of human sperm for
further use in 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

SpermCryo® All-round is a four times concentrated ready-to-use HEPES
buffered cryopreservation medium which contains physiologic salts,
glycine, glucose, lactate and the cryoprotectants glycerol (27%), sucrose
and Human Serum Albumin (4.0 g/liter; medicinal substance derived
from human blood plasma) in order to protect the sperm from damage
during the freezing procedure.

MATERIAL NOT INCLUDED
e  Sperm freezing straws (e.g. CBS™ high security sperm
straws) or cryo tubes
e  Freezing tank with liquid nitrogen

QUALITY CONTROL

e pH between 7.20-7.90 (Release criteria: 7.20-7.60)

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

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

. Human sperm survival assay (% motility compared with control
after 4 hours): 2 80%

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

SpermCryo® All-round is sterilized by aseptic processing techniques.

PRECAUTIONS AND WARNINGS

e  Aseptic technique should be used to avoid possible
contamination. SpermCryo® All-round does not contain any
antibiotics.

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 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.

e Do not freeze before use.

e Do not re-sterilize after opening.

e  Keep inits 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 refrigerated 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.

INSTRUCTIONS FOR USE
Sperm preparation

Before freezing
Cryopreservation is ideally performed on native semen samples.

In case of very low sperm concentrations it is advisable to concentrate
the sperm before freezing. In case of very high sperm concentration,
sperm can be diluted with a sperm washing medium before freezing (e.g.
SpermWash® / SpermTec® Wash distributed by Gynotec B.V.), if
preferred.

After freezing

In case needed, use sperm preparation techniques after thawing the
semen to eliminate dead sperm cells and debris. Dilute the concentrated
sperm in a suitable insemination medium.

Method

Ensure that all media are well mixed and at room temperature before
use.

Freezing

e Allow the semen to liquefy at room temperature for 30 minutes.

e Add 1 part SpermCryo® All-round to 3 parts semen: add the
medium in drops while gently swirling.

e  Caution: to avoid cold-shock, make sure SpermCryo® All-
round is at room temperature.

° Leave the mixture for 10 minutes at room temperature for
equilibration.

. Suck the sample/medium mixture into the freezing straws,
leaving approximately 1.5cm of air at the end of the straw.

e  Make sure that the outer surface of the straw is clean (no
sperm) and seal the straw.

e Dry, if applicable each straw with a dust free cloth and shake
to move the air-bubble to the center of the straw.

e Freeze the straws in vapor phase by placing the straws
horizontally (e.g. on a Styrofoam board) in a liquid nitrogen
bath for (at least) 15 minutes.

e Quickly transfer the straws into liquid nitrogen and store at -
196 °C.

Thawing

e  Retrieve the required straws from the liquid nitrogen.

e Place the straws in tap water for 5 minutes (at room
temperature or 37 °C).

e  Cut off the end of the straw, place the open end inside a
container (e.g. test tube) and tap the straw against the side of
the container to allow complete evacuation of the mixture.



e Dilute the concentrated sperm in a suitable insemination
medium (e.g. SpermWash® / SpermTec® Wash) (at least 3ml
per 0.5ml semen) and mix thoroughly.

e  Centrifuge at 300-350g for 15 minutes.

e Resuspend pellet in a suitable insemination medium (e.g.
SpermWash® / SpermTec® Wash) and access recovery.

Notes: For additional details on the method, each laboratory should
consult its own laboratory procedures and protocols which have been
specifically developed and optimized for its individual medical program.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE (SSCP)

Although damaging effects on sperm motility, vitality, DNA fragmentation
and fertilizing potential upon thawing are inherent to the cryopreservation
process, these remain within acceptable limits for SpermCryo® All-round
as reported in scientific literature. The SSCP for SpermCryo® All-round
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

SpermCryo® All-round
25 x 5 mn SpermCryo® All-round

SPCA-0005

5 x 10mn SpermCryo® All-round
SPCA-0010

25 x 10mn SpermCryo® All-round

3ACTOCYBAHHA

Mpu3HayeHHs

SpermCryo® All-round 3acTocoByeTbCA ANA KpioOKOHcepBaLii cnepmu
TNI0AMHN 3 METOKO NOAASbLLOIO BUKOPUCTAHHS B TEXHOMOTIAX JOMOMIKHOI
penpoaykuii (TOP).

Moka3aHHA Bo 3acTOCyBaHHA

Onsa BukopucTaHHA nig Yac npouedyp OPT nauieHTam Ta napam, siki
NpoXoAsATb NikyBaHHs 6e3nnigas.

Mepen6ayyBaHi KopuctyBayi

MepenbavyBaHnMun kopucTyBadamu € daxisui 3 OPT (nabopaHTu,
embpionoru abo nikapi).

LlinboBa rpyna nauieHTiB

LlinboBa rpyna naujieHTiB cknagaeTbeca 3 NauieHTiB Ta nap, ki NpoxoasaTb
nikyBaHHs 6e3nnigas.

CKNnAL

SpermCryo® All-round — Lie YOTUPUKPATHO KOHLIEHTPOBaHe roToBe [0
BVIKOPVICTaHHS cepefoBuLle ANnst kpiokoHcepBauii 3 6ydepom HEPES
AKe MiCTUTb  pisionoriyHi  coni, rMiuMH, [MOKO3y, nakTtat Ta
KpPiONMpOTEKTOPWM Ha OCHOBI rniuepuHy (27%), caxaposy Ta IOACHKUNA
cvpoBaTkoBui anbbymiH (4.0 r/niTp; nikapcbka peyoBuHa, oTpUMaHa 3
nnasmMu KpoBi NOAUHW) AN 3aXUCTy CNepMaTo30iaiB Bid MOLLKOMKEHHS
nig Yac npouenypw 3amMopOoXyBaHHS.

MATEPIANW, WO HE BXOAOATb A0 HABOPY
e CONMOMWHKM [ANs  3aMOPOXYBaHHS Ccrnepmu  (Hanpwuknag,
COMNOMUHKM Ansi 3aMopoxyBaHHs cnepmu CBS™ 3 Bucokum
CTyneHeM 3axmucTty) abo Kpionpobipku
. Mopo3snnbHa kamepa 3 pigkum azoToMm

KOHTPOIb AKOCTI

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

e EnpotokcuHu (USP <855): < 0.25 OE/mn

e  TeCT Ha CTEpPUnbHICTb 3a YMHHWMM CTaHgapToMm €Bp. dapm.
2.6.1/USP<71>: Hemae pocty

e  TecCT Ha BMXMBaHHSA CNepMaTo30ifiB NMIOANHN: Y% PYyXNUBOCTI
NMOPIBHSIHO 3 KOHTPONbHUM 3pa3koM Yepes 4 roauHn: = 80%

e XimiyHui cknag

e  BukopucTaHHa npopykTiB cTaHaapTy €Bp. cdapm. abo USP,
AKLLO 3aCTOCOBHO

. He npoTectoBaHo Ha emMbpioHax MuLlen

e CepTudikat aHanidy Ta nacnopt 6esneku matepiany (MSDS)
HaJalTbCs 3a 3anuTom

SpermCryo® All-round cTepuriayeTbCsi 3@ [OMOMOMO  aCenTUYHMX
MeToziB 06pobKM.

3ANOBIKHI 3AXOOU TA NONEPEMKXEHHA

. Lo6 yHVUKHYTM MOXNMBOI KOHTaMiHauii, cnig 3actocoByBaTu
acenTuyHi metoam o6pobku. SpermCryo® All-round He MiCTUTb
aHTUGIOTHKIB.

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

e 3 ycima npenapatamu KpoBi cnig NOBOAUTUCS SIK 3 NOTEHUIHO
iHbeKUinHMMK.  BuxigHuiA  matepian, BWMKOpUCTaHWN Onis
BMPOGHMUTBA ULbOrO nNpoaykTy, OyB npoTecToBaHWiA i
BU3HaAHWN HepeakTMBHUM Ha HbsAg i Takum, wWwo mae
HeraTuBHy peakuito Ha aHTuTina go HIV-1/-2, HIV-1, HBV, a
Takok  HCV. Kpim Toro, BuxigHu Matepian 6yB
npoTecToBaHuii Ha napeoBipyc B19 i 6yno BctaHoBneEHO, L0
MNOro MOKa3HWKM 3HaxoaaTbCA Yy Mexax Hopmu. >KogeH 3

BiJOMUX MeTOofiB TeCTyBaHHS He MOXe rapaHTyBaTu, Lo
npoayKTW, OTPUMaHi 3 NACHbKOI KPOBi, HE nepefaBaTUMYTb
30yaHUKIB iHEKLIN.

. CrangapTHi 3axogu gna  3anobiraHHa  iHdekuisM, LWwo
BMHMKAOTb BHACMiOK 3aCTOCyBaHHSA fikapcbkux 3acobis,
BUIOTOBIIEHNX 3 JIOACHKOI KpoBi abo nnasmu, BKIOYAKTb
BiAGIp [OHOPIB, CKPUHIHM iHOMBIAyanbHWX AOHAUin i nynis
nnasMuM Ha HasiBHICTb cneuumdivyHnx mapkepiB iHdekuii Ta
BKIIOMEHHST  e(peKTMBHUX  BUPOBOHWYMX  eTaniB  Ans
iHaKkTMBaUji/ycyHeHHs BipyciB. HesBaxaloun Ha ue, npwu
BBeAEHHI NMikapcbkux npenapaTiB, BUTOTOBMEHMX 3 NOACHKOI
KpoBi abo nnasmu, MoXnuBiCTb Nepeaavi 36yaHWKIB iHbekwin
He Moxe OyTu MOoBHICTIO BuKIOYeHa. Lle Takox cTocyeTtbes
HeBijoMux abo HOBUX BIpyCiB Ta iHWMX nNaToreHis.
MoBigoMneHHs Npo niaTBEpAXeHe nepeHeceHHs BipyciB 3
anbbymiHOM, BWrOTOBMEHWM BIAMOBIAHO A0 cneuudikauin
€BponencbKoi dapmakonei 3a BCTaHOBNEHUMMU
TEeXHOMOoriYHMMU NpoLecamu, BiacyTHi. Tomy 3 ycima 3pa3kamu
cnig, noBoANUTUCSA SIK 3 TaKMMW, LLO 3aaTHI nepeaasatu HIV abo
renaTur.

e [lpo Oydb-AkuiA CEPMO3HUIA iHUMAEHT (9K BU3HA4YeHO B
€BpONeNcbkOMYy perfameHTi  WoA0 MeauyHuX  BupobiB
2017/745), wo ctaBcs, cnig nosigomutn komnawito FertiPro
NV i, 3a HEOOXigHOCTi, KOMNETEHTHUI OpraH Aep)XaBu-yneHa
€C, B siKill 3apeecTpoBaHmWii KopucTyBad Ta/abo nauieHT.

NEPEBIPKA NEPE[] BUKOPUCTAHHAM

. He BWKOpPUCTOBYWTE MPOAYKT, $KWO nromba KOHTeWHepa
po3kpuTa abo noLUKoAXKeHa nif Yac JOCTaBKM.

. He BMKOPMCTOBYITE, SIKLLO NPOAYKTM MakoTh O3HaKU MiKPOBHOI

KOHTaMmiHaujii abo cTanu MyTHUMMU.

He BukopucToByTe nicns 3akiH4eHHS TepMiHy NPMAATHOCTI.
He 3amopoxynTe nepes BUKOPUCTAHHSAM.

He cTepunisynte NnOBTOPHO Nicns BigKpUTTS.

36epiraiiTe B opuriHanbHil ynakoBLi A0 AHA BUKOPUCTAHHS.
3anexHo Big KiNbKOCTi npoueayp, siki BUKOHYBaTUMYTbCS
NpoOTAroM OJHOro  AHs, BigbepiTb HeobXigHu ob'em
cepefoBulla B acenTUYHMX YMoOBax Yy  BiOMOBIAHWN
CTepunbHUI peunnieHT. Lie pobutbest ons Toro, Wo6 YHUKHYTU
GaraTtopasoBux BiOKPUTTIB/UMKNIB HarpiBaHHA cepefoBuLLa.
YTunisynte Hagnuwok (HeBUKOPUCTAHOro) cepeaoBuLLa.
YMOBU 3BEPITAHHA

e  3bGepirante B xonoamnbHuky 2-8 °C.

e  3bGepiranTe nogani BiA (COHsYHOro) CBITNa.

. Micna BIOKPWUTTS KOHTEWHepa He BMKOPUCTOBYWTE MNpPOAYKT
noBlwe 7 AHiB. HeobxigHoO migTpumyBaTtu CTEpUrbHI YMOBMU i
36epiratu npodykT 3a Temnepatypu 2-8 °C.

. YTunisynte BupoGUM BiOMOBIOHO [0 rOKanbHWUX MpaBurn
yTunisauii MmegnyHux Bupobis

IHCTPYKLIT I3 3ACTOCYBAHHSA

MigroTtoBka cnepmu

Mepepn 3aMopoOXXyBaHHAM

[ns kpiokoHcepBaLjii HanKpalle NiaXoasTb HATUBHI 3pa3ku crnepmu.

Y pasi gyxe HU3bKOI KOHLUEHTpaLii crnepMaTo30idiB pekoMeHOYETbCs
KOHLEHTPYBaT cnepMy nepes 3amMopoXyBaHHAM. Y pasi Ayxe BUCOKOT
KOHLeHTpaLii cnepmaTos0igiB nepes 3amMopOoXXyBaHHSIM CriepMy MOXHa
po36aBuTV CcepefoBULLEM [Ns MPOMMBAHHA CcrnepMu (Hanpuknag,
SpermWash® (Cepemosuwie SpermWash® / SpermTec® Wash
(Cepenosuie SpermTec® Bow), o BunyckaeTbes komnaxieo Gynotec
B.V.), skwo ue HeobxigHo.

Micna 3amopoxXyBaHHA

Y pasi HeobXiQHOCTi BUKOPUCTOBYINTE METOAM NIATOTOBKU CEepMU Micns
pPO3MOpPOXYBaHHSA, Wo6 BuaanMTM MepTBi cCnepmaro3oign Ta iHLWi
Oomiwkn. Po3BediTb  KOHLEHTpOBaHy crnepmy Yy  BignoBigHOMY
cepenoBULLi Ansa iHceMiHaLji

MeTtop
lMepen BUMKOpPUCTaHHSIM NepekoHanTecs, WO BCi cepedoBuwia pobpe
nepemilaHi i JocArnm KimHaTHOI TemnepaTypu.
3amMopoxyBaHHSA
e [lante cnepmi po3pigMTMCA 3a KiMHaTHOI TemnepaTtypu
npotarom 30 XBUMKWH.
e [Jopante 1 uactuHy SpermCryo® All-round go 3 4vacTuH

cnepMun: [ofaBalTe CcepefoBulie  Kpannamu, 0bepexHo
nepemiLlyoyn.
e 3actepexeHHs::  WOO  YHWKHYTW  XOMOAOBOrO  LUOKY,

nepekoHamnTecs, Wo cepenosuwe SpermCryo® All-round
Harpinocs Ao KiMHaTHOI Temneparypu.



e BanuwrTe cymiw Ha 10 XBUNWH 3a KiIMHaTHOI TemnepaTypu Ans
OOCSIrHEHHS NOr0 BPiBHOBAXXEHHS.

e  BcwmokuiTh cymill 3paska/cepefoBullia B CONMOMUHKM  ANS
3aMOpPOXyBaHHS, 3anuwatyn npmbnusHo 1.5 cm npoctopy
AN NOBITPS Ha KiHLi CONTOMUHKM.

e  [lepeKkoHaWTecs, WO 30BHILLUHA NOBEPXHSA COMOMWHKM YucTa
(6e3 cnepmu), i repMETUYHO 3aKPUNTE CONOMMUHKY.

e  BuTpiTb Hacyxo KOXHy COMOMWHKY 6e3muroBol TKaHUHOHO i
CTPYCiTb, W06 NepemMicTUTU NOBITPsiHI OynbbaLlku OO LeHTpY
COSIOMUHKW.

e  3amopo3bTe COMoMKy B naposin @asi, noknaswm i
ropu3oHTarnbHO (Hanpuknag, Ha NiHOMMacToBY AOLLKY) Y BAHHY
3 pidKUM a30TOM Ha (LLoHarMeHLue) 15 XBUMNWH.

. LLiBnako noMmicTiTb CONOMKY B piakui a3oT i 36epirante 3a
Temnepatypu -196 °C.

Po3mopoxyBaHHsA

e  [licTaHbTe NOTPiOHI CONOMUHKM 3 pigKOro asoTy.

. MomicTiTb conomMkx y BOAOMNPOBIAHY BOAY Ha 5 XBMNWH (3a
KiMmHaTHOI TeMnepatypu abo Temnepatypu 37 °C).

. BigpixkTe KiHeub COMOMWHKW, MOKMaAiTb BIAKPUTUMA KiHELb
BCEpeAuHy €MHOCTI (Hanpwknag, npobipku) i nocTykawTte
COITOMMHKOK MO CTiHUi €MHOCTi, Wob 3abe3neuntn noBHy
eBakyaLito CyMiLui.

e PosBenitb  KOHUEHTpOBaHy cnepmy Yy  BignoBigHOMY
cepefoBull anA  iHceMiHauii (Hanpuknag, SpermWash®
(CepemoBuie  SpermWash® /  SpermTec®  Wash

(Cepenosuie SpermTec® Bouw) (He MeHwe 3 M Ha 0.5 mn
crnepmu) i peTenbHO nepemillanTe.
. LleHTpudoyrynte npu npuckopeHnHi 300-350g npotdrom 15

XBUWITUH.
e CycnengynTe ocag Yy BignmoBigHOMY cepefoBuLl Ans
iHcemiHauii  (Hanpuknag, SpermWash®  (Cepeposuiue

SpermWash®) / SpermTec® Wash (Cepenosuie SpermTec®
Bow) Ta 3abe3neute AocTyn OO BUBEOEHHS.

Mpumitku. Ons oTpumaHHSa 0oAaTKOBOI iHpopmauii npo uen meton
KOXHa  nabopaTopia  MOBUMHHA  O3HAMOMWUTUCA 3  BNACHUMMU
nabopaTopHMMK MpoueaypaMu Ta npoTokonamu, siki Oynu cneuianbHo
po3pobneHi Ta onTuMi3oBaHi Ana ii iHAMBiAyanbHOI MeauyHOI NnporpamMu.

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

Xoua npoLiecy KpiOKOHCEPBYBaHHSA NpUTamMaHHWN LKIANVBUN BMMUB Ha
PYyXNMBICTb, XUTTE3AATHICTb crnepmaTo3oifiB, dparMeHTauito OHK i
noTeHuian 3annigHeHHss Npyv pPO3MOPOXYBaHHI, BiH 3anuLIaeTbCa B
NPUAHATHUX  Mexax saeaskm  SpermCryo®  All-round, npo  wo
NOBIAOMNAETLCA B HaykoBiit nitepatypi. SSCP ana SpermCryo® All-
round onucaHo xapakTepucTukv 6eanekn Ta edpeKTUBHOCTI CepeaoBULL,
3 SKMM MOXHa o3Hamomutucsa Ha Bebcanti komnaHii Gynotec B.V.
(www.gynotec.nl).

Ons  oTpumaHHs gopaTtkoBoi  iHopmauii  wogo 6Gesnekn  Ta
e(peKTUBHOCTI 3aCTOCyBaHHS MNPOAYKTY 3BepTanWTecs [0 Cryxbu
TexHiYHoi niaTpumkn abo Ao cnyx6m nigTpumkn knieHTie Gynotec B.V.
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Industriepark Noord 32 (IlHaycTpiansHuin napk Hopa 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

YNOBHOBAXEHWA NPEACTABHUK B YKPATHI

TOB «KomnaHisti 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. nowTu: stoik.ivi@gmail.com




