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APPLICATION

SpermCryo® All-round is a four times concentrated ready-to-use HEPES
buffered cryopreservation medium for freezing human sperm for further
use in Assisted Reproductive Technologies (ART).

For professional use only.

COMPOSITION

SpermCryo® All-round is a 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
. 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): = 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.

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.

. 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

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.

STORAGE CONDITIONS

. 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°C — 8°C.

. 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.

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

e  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.

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

. 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.

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

Thawing

. Retrieve the required straws from the liquid nitrogen.

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

. 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.

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

. Centrifuge at 300-350g for 15 minutes.

. 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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3ACTOCYBAHHA

SpermCryo® All-round — ue rotoBe A0 BMKOPUCTaHHS CEpepoBULLe
KpPiOKOHCEpPBYBaHHSA YOTMPUKPATHOI KOHLeHTpaLii, 3abydepeHe HEPES,
npu3HayeHe [Ans 3aMOPOXYBaHHSA IIOACLKOI cnepmyu 3 MeTow i
noAanbLUoro BUKOPUCTAHHS B OMOMDKHUX PENPOAYKTUBHUX TEXHOMOTISIX
(ART).

Jnwe gns npodecinHoro BUKOPUCTaHHS.

CKNnALQ

SpermCryo® All-round — ue 3abydgepeHe HEPES cepeposue
KPIOKOHCEPBYBaHHS, SIke MICTUTb (Di3iONOriYHi comi, rMiUWH, KO3y,
nakTat Ta KpionpoTEKTOpM Ha OCHOBI rniuepuHy (27%), caxaposy Ta
TNIOACBKUA cupoBaTkoBUI anbbymiH (4.0 r/niTp; nikapcbka peyvoBUHa,
OoTpUMaHa 3 nna3mu KpoBi NIOAMHM) ANS 3aXMCTy CnepmaTo3oifis Bif
MOLUKOAXKEHHS Mif Yac npoLieypy 3aMOpPOXKYBaHHS.

MATEPIANN, WO HE BXOAOATb OO HABOPY
e COnMOMWHKM [ANs  3aMOPOXYBaHHS Ccrnepmu  (Hanpuknag,
CONTOMWHKW s 3aMOpOXyBaHHA cnepmyu CBS™ 3 Bucokum
CTyneHeM 3axmucty) abo Kpionpobipku
. Mopo3unbHa kamepa 3 pigkuM asoTom

KOHTPOIb AKOCTI

. pH B mexax 7.20-7.90 (kpuTepii BUBINbHeHHs: 7.20- 7.60)

e  EHnpoTokcuHm (USP <85>): < 0.25 OE/mn

e  TecCT Ha CTEpPUIbHICTb 3a YMHHUM CTaHg4apToMm €Bp. hapm.
2.6.1/USP<71>: Hemae pocty

e  TecT Ha BWXMBaHHA cnepmaTo3o0ifiB NoAnHN: % pyXnmMBOCTI
NOPIBHSHO 3 KOHTPOIbHUM 3pa3koM Yepe3 4 roguHu: = 80%

. XiMiyHUM cknag

. BukopucTtaHHa npoaykTiB cTaHoapTy €Bp. dapm. abo USP,
AKLLO 3aCTOCOBHO

e  He npotectoBaHo Ha embpioHax MuLen

e  CepTudikat aHanidy Ta nacnopt 6e3nekv matepiany (MSDS)
HagalTbCs 3a 3anuTom

SpermCryo® All-round cTepunisyeTbCsi 3a [OMOMOIOK acemnTUYHUX
mMeToaiB 06pobku.

3ANOBIKHI 3AXOOUN TA NONEPEMXEHHA

e Lo6 yHMKHYTM MOXNMBOI KOHTaMiHaLii, crig 3acTocoByBaTh
acenTuyHi Metoam 06po6ku. SpermCryo® All-round He MicTUTb
aHTUBIOTUKIB.

. Mig yac poboTu 3i 3paskamu 3aBXOW HagarantTe 3axMCHUM
onsr.

. 3 ycima npenapartamu KpoBi Criif, NOBOAUTUCS 5K 3 MOTEHLIHO
iHdekuinHMMK.  BuxigHui  maTepian, BWKOpUCTaHUM Ans
BMPOGHMUTBA UbOrO npoAdykTy, OyB npoTecToBaHWiA i
BMU3HaHWI 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 napsoBsipyc B19 i 6yno BctaHOBMNEHO, Lo
NOro MOKa3HUKU 3HaXoAATbCsl Yy Mexax Hopmu. XopeH 3
BiJOMUX MeTofiB TECTyBaHHs HE MOXe rapaHTyBaTu, Lo
nNpoayKTW, OTPUMaHi 3 NACHbKOI KPOBi, HE nNepefaBaTUMyTb
30yOHWKIB iHEKLIN.

. CraHgapTHi  3axogu pgns  3anobiraHHa  iHgekuisM, LWwo
BMHMKAOTb BHACMiOK 3aCTOCyBaHHS mikapcbkux 3acobis,
BUrOTOBIIEHNX 3 JIOACBLKOI KpPOBi abo nnasmu, BKIOYaOTb
BiAbGip AOHOPIB, CKPUWHIHT iHOMBIAyanbHUX OOHaUin i nynis
nnasMyM Ha HasiBHICTb crneuudivyHMx mapkepiB iHdekuii Ta
BKIMIOMEHHS1  e(peKTMBHUX  BUPOBHWMYMX  eTaniB  Aans

iHaKkTMBaLji/ycyHeHHS BipyciB. He3Baxatoun Ha ue, npu
BBeEHHI Nnikapcbkunx npenapaTiB, BUFOTOBIMEHMX 3 JTHOACHKOI
KpOBi abo nnasmu, MOXNMBICTb NepeaaYi 36yaHWKIB iHdDeKLi
He Moxe OyTu MOBHICTIO BuKIOYeHa. Lle Takox cTocyeTbes
HeBigoMuMx abo HOBUX BIipyCiB Ta iHWMWX nNaToreHis.
[MoBigoMneHHs Mpo nigTBEpPAXXEHEe NepeHeceHHs BipyciB 3
anbbymiHOM, BWrOTOBNEHWM BIAMOBIAHO [0 creumndikauin
€BponencbKoi hapmakonei 3a BCTaHOBJIEHUMMU
TEXHOMNOrYHNMM NpoLiecamu, BiACYTHi. ToMy 3 ycima 3paskamm
cnig noBoanTUCSA SIK 3 TakUMK, L0 3aaTHi nepegasaTtu HIV abo
renaTur.

. Mpo OyOb-AKWMIA CEpWo3HWIA IHUMAEHT (SIK BU3HA4YeHO B
€BponencbkoMy pernameHTi WOoAO0 MEeAUYHMX  BMpoGiB
2017/745), wo cTtaBcs, cnig noBigomMuTn KoMmnaHito FertiPro
N.V. i, 3a HeOBXigHOCTi, KOMNETEHTHUIA OpraH AepXKaBu-yreHa
€C, B sKill 3apeecTpoBaHuii KOpUCTyBay Ta/abo naujieHT.

NEPEBIPKA NEPEQ BUKOPUCTAHHAM

. He BMKOPUCTOBYWTE NPOAYKT, SKWO Mnomba KOHTelHepa
po3kputa abo noLukoAXeHa nif vyac JOCTaBKU.

. He BMKOPMCTOBYITE, SKLLO NPOAYKTM MaloTb 03HaKU MIKPOBHOI

KOHTaMiHauii abo cTanu MyTHUMK.

He BrKopucTOBYMTE MiCNS 3aKiHYEHHA TEPMIHY NPUAATHOCTI.
He 3amopoxyiiTe nepes BUKOPUCTAHHAM.

He cTepunisynte NnOBTOPHO nicns BigKpUTTS.

3b6epiravite B opuriHanbHii ynakosLji A0 AHS BUKOPUCTaHHSA.
3anexHo Bi4 KiNbKOCTi mpoueayp, SKi BMKOHYBaTUMYTbCS
nNpoTAroM OfHOro AHA, BiAbGepiTb  HeobxigHWn  06'em
cepefoBuMwia B acenTU4HUX YMOBax Yy  BiAMOBIAHUA
CTepunbHUiA peumnieHT. Lie pobutbcsa ans Toro, Wwob yHUKHYTH
6araTopa3oBuvx BIOKPUTTIB/LUMKMIB HarpiBaHHS cepeaoBuLia.
YTunisynte Hagnuwok (HEBUKOPUCTaAHOr0) cepeaoBuLLa.
YMOBW 3BEPIFAHHA

. 36epiraiite B xonoaunbsHuky 2°C - 8°C.

e  3bepirante nogani Bia (COHAYHOro) cBiTNa.

. MMicna BiOKPUTTSA KOHTeWHepa He BMKOPUCTOBYWTE MNPOOYKT
fosuwe 7 gHiB. HeobxigHO MigTpumyBaTtn CTEPWrbHI YMOBM i
36epiratu npogyKT 3a Temnepatypu 2-8 °C.

. YTunidynte BMpoOOM BIiAMOBIAHO [0 JOKaNbHUX MpaBun
yTunisauii MmegnyHux Bupobis

IHCTPYKLIIT I3 3ACTOCYBAHHSA

MigrotoBka cnepmu

Mepen 3amopoxXyBaHHAM

[nsa kpiokoHcepBaUii Hankpalle NigxoaaTb HAaTUBHI 3pa3ku CnepMu.

Y pasi gyxe HWU3bKOI KOHLUEHTpaLii crnepmMaTo30idiB pekoMeHOyeTbCA
KOHLIEHTpYBaTU Cnepmy nepes 3aMopoXyBaHHSM. Y pasi Ayxe BUCOKOI
KOHLEHTpaLii cnepmaTo30igiB nepes 3amMmopoXXyBaHHSIM CNepMy MOXHa
po36aBuTN cepefoBULLEM AN MPOMUBAHHS crnepMu  (Hanpwvknag,
SpermWash® (Cepeposuiie SpermWash®) / SpermTec® Wash
(Cepenosuilie SpermTec® Bolu), 1110 BUNycKaeTbCs KomnaHieto Gynotec
B.V.), sKwo ue HeobxigHo.

Micnsa 3amopoxyBaHH:A

Y pasi HeobXxigHOCTi BUKOPUCTOBYIMTE MeTOAM NiArOTOBKU CrepMu nicns
pPO3MOpPOXYBaHHS, W06 BuAanuTM MepTBi cnepmaTto3oign Ta iHWi
nomiwkn. Po3BediTb  KOHUEHTpOBaHy criepMy y  BiAMOBigHOMY
cepefoBuLi Ans iHceMiHauii

MeTtop
[Mepen BuMKOpUCTaHHSAIM NepekoHanTecs, WO BCi cepepoBuwa pnobpe
nepemillaHi i 4ocArnmn KiMHaTHOI TemnepaTypu.
3amMopoXXyBaHHSA
e [lante cnepmi po3piaMTMCA 3a KiMHaTHOI TemnepaTtypu
npotsarom 30 XBUMWH.
. Oopaitte 1 yactuHy SpermCryo® All-round go 3 uactuH

cnepmu: [JopasaliTe cepefoBulle Kpannsamu, 06epexHo
nepemiLlyoun.
e  3acTepexeHHs:  WO6  YHMKHYTM  XOMOAOBOrO  LLOKY,

nepekoHamntecs, wWo cepeposuwe SpermCryo® All-round
Harpinocs Ao KiMHaTHOI TemMneparypu.

. BanuwTe cymiww Ha 10 XBUNWH 3a KIMHaTHOT TeMnepaTypu Ans
[OOCSATHEHHS A0r0 BPiBHOBAXKEHHS.

. BcMokuiTe cymill 3paska/cepefoBulla B COMOMUHKM ANS
3aMOpOXYBaHHSA, 3anuwaiyn npmbnusHo 1.5 cm npocTopy
ONS NOBITPS HA KiHLi CONTOMMUHKM.

. [MepekoHanTecs, WO 30BHILLHSA NMOBEPXHS COMOMWHKM 4ncTa
(6e3 cnepmu), i repMETUYHO 3aKPUINTE COMOMMHKY.



e  BuTpiTb Hacyxo KOXHy COMOMWHKY 6e3MunoBol TKaHUHOLO i
CTpYCiTb, W06 NepemicTUTN NOBITPsIHI OynbballkM 40 LEeHTPY
CONOMUHKW.

. 3amopo3bTe COMOMKY B NapoBi  @asi, nokna.Bwm ii
ropu3oHTanbHo (Hanpuknag, Ha NiHOMMacToBY AOLLKY) Y BaHHY
3 pigkUM a30TOM Ha (LoHavMeHLLe) 15 XBUMKWH.

e  lUBMako nomicTiTb COnMomMKy B pigkui a3oT i 36epirante 3a
Temnepatypu -196 °C.

Po3mopoxyBaHHsA

. [icTaHbTe NoTpiGHi CONOMUHKYM 3 pigKOro asoTy.

. MomicTiTb ConomMkM y BOAOMNPOBIAHY BoAy Ha 5 xBWNUH (3a
KiMmHaTHOI TeMnepatypu abo Temnepatypu 37 °C).

. BigpikTe KiHeUb CONMOMWHKM, NOKNAaAiTb BIOKPUTUN KiHELb
BCepeauHy €eMHOCTi (Hanpuknag, npobipku) i nocTykawTe
COMIOMWHKOIO MO CTiHUi €MHOCTi, W06 3abe3neynTn MNoBHY
eBaKyaLito CyMiLLi.

. PosBediTb  KOHUEHTpOBaHy cnepMy y  BiAMOBiOHOMY
cepefoBul Ans iHcemiHauii (Hanpuknag, SpermWash®
(Cepeposuiie  SpermWash®) /  SpermTec®  Wash

(Cepeposue SpermTec® Bow) (He meHwe 3 mn Ha 0.5 mn
crnepmu) i peTenbHO nepemillante.
. LlenTpudpyryite npu npuckopenHi 300-350g npotsarom 15

XBUIUH.
. Cycnengynte ocag y BignoBigHOMY cepefoBui Ans
iHcemiHauii  (Hanpuknag, SpermWash® (Cepegosuiue

SpermWash®) / SpermTec® Wash (Cepegosuiie SpermTec®
Bouw) Ta 3abeaneyTe 4OCTYN A0 BUBEAEHHS.

Mpumitkn. [na oTpumaHHs JodaTkoBoi iHopmauii Npo uen meTton
KOXHa  nabopaTopis  MOBMHHA  O3HAWOMUTUCA 3  BMACHUMM
nabopatopHMMu npoueadypamu Ta npoTokonamu, siki 6ynu cneuianbHo
po3pobneHi Ta onTUMi3oBaHi Ans 1i iHAVBIAyanbHOI MeanYHOI NporpamMu.

KOPOTKUW Ornan BE3MNEKUW 3ACTOCYBAHHSA TA KNIHIYHOI
E®EKTUBHOCTI (SSCP)

Xoya npouecy KpiokoHCepBYBaHHA MpUTaMaHHUIA LWKIANVBUIA BNWB Ha
PYXMMBICTb, XWUTTE3OATHICTL cnepmaTosoigis, dparmeHTauito OHK i
noTeHuian 3annigHeHHA Npu PO3MOPOXYBaHHI, BiH 3anuWaeTbCcs B
NPUAHATHUX  Mexax 3aegskm SpermCryo®  All-round, npo wWwo
NoBIAOMMSETLCA B HayKoBi niTepaTypi. SSCP gns SpermCryo® All-
round OnNMCcaHoO XapaKTepUCTMKM Ge3nekn Ta epeKTUBHOCTI CepeoBUILL,
3 SKMM MOXHa oO3Hamomutucs Ha Bebcanti komnanii Gynotec B.V.

(www.gynotec.nl).

Ona oTpumaHHs pgopaTtkoBoi  iHdopmauii  wopo 6Gesnekn Ta
e(eKTUBHOCTi 3aCTOCyBaHHA MNpOAYKTY 3BepTanWTecs [0 Crnyxou
TexHiYHoi nigTpumkn abo fo cnyx6m nigTpumkn knieHTis Gynotec B.V.
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3Hak BignoBiAHOCTI TEXHIYHUM pernameHTam, Lo
CyNpPOBOAXYETLCA 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 Hinepnanau)
Ten.: +31 (0)243 58 65 82
dakc: +31 (0)243 58 13 55
URL-agpeca: http://www.gynotec.nl
agpeca en. nowTu: info@gynotec.nl
“ FertiPro NV (®eprilpo HB)
Industriepark Noord 32 (IlhaycTpianeHuin napk Hopa 32)
8730 Beernem Belgium (8730 beepHem benbris)
Ten.: +32 (0)50 79 18 05
akc: +32 (0)50 79 17 99
URL-agpeca: https://www.fertipro.com
agpeca en. nowTu: info@fertipro.com

YNOBHOBAXEHWIM NPEOCTABHUK B YKPAIHI

TOB «KomnaHis CToik»

Byn. Buroscbkoro IBaHa, 6ya. 13, kopnyc A, kiMHaTta A-612, m. Knig, 04136, YkpaiHa
Ten.: +38 (0)67 112-92-92

URL-appeca: www.stoik.com.ua

appeca en. nowTw: stoik.ivf@gmail.com
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