CEN Cult-Oil

PRODUCT INFORMATION

Catalogue Catalogue
no. no.
Glass bottles PETG bottles
OIL-50 50 ml COIL-50 50 ml
OIL-100 100 ml COIL-100 100 ml
OIL-250 250 ml COIL-500 500 ml
OIL-500 500 ml

Application

IVF Basics® Cult-Oil is a ready-to-use, double washed with water,
light mineral oil for wuse in In Vitro Fertilization (IVF),
Intracytoplasmic Sperm Injection (ICSI) and related Assisted
Reproductive Technologies (ART) procedures (d = 0,83-0,86 g/ml).

Light mineral oil to overlay media is highly recommended during
oocyte culture, denudation of oocytes, fertilization of oocytes (either
by IVF or ICSI), embryo culture and manipulation. By using IVF
Basics® Cult-Oil small volumes of medium can be used for
fertilization and embryo culture/handling. Primarily, a mineral oil
overlay is intended to protect the culture medium from evaporation,
thereby reducing harmful effects of increased osmotic pressure,
avoid fluctuations in the pH and temperature. This function is
critical since variations in the pH of the medium may affect embryo
metabolism, whereas osmotic stress may cause DNA and protein
alterations that affect cell function.

For professional use only.

Composition
Mineral Qil — Paraffin Qil (CAS code: 8042-47-5)

Quality Control
¢ Endotoxin test (USP <85>): < 0,10 EU/mI
by Limulus Amebocyte Lysate methodology
e Sterility test by the current
Ph. Eur. 2.6.1/USP <71> No Growth

¢ Density: 0,83 -0,86 g/ml
*  Viscosity: < 60 cP at 30°C
* Peroxide Value (POV): < 0,10 mEg/kg
*  Mouse Embryo > 80%
Assay: (blastocysts after 120h in standard mouse

IVF medium covered with test item)
¢ Chemical composition
¢ Use of Pharmaceutical grade mineral (paraffin) oil
¢ Certificate of Analysis and MSDS are available upon request

Sterility

[STERILE[ A |

Precautions and Warnings

Use aseptic techniques to avoid possible contamination.

Always wear protective clothing when working with specimens.
Handle all human, organic material as if capable of transmitting HIV
or hepatitis.

Handle all human, organic material as if potentially infectious.

When the oil is removed from the incubator and placed at room
temperature for an extended period of time the oil may appear
cloudy. Once re-equilibrated, by placing the oil back in the
incubator for multiple hours, the cloudiness usually disappears. In
case the cloudiness does not disappear discard the product.

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, 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:
o the seal on the bottle is broken or open when the product
is delivered;
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o it becomes cloudy or the product shows any signs of
microbial contamination;
o expiry date has been exceeded.
e Do no freeze before use.
e Do not re-sterilize after opening.
e  Keep product in original packaging when not in use.

Storage Conditions
Store at 15°-25°C.
(Storage at 2°-8°C is allowed, but can cause turbidity which will
disappear once the oil is warmed up again.)
Keep away from (sun)light.
Do not expose to sources of irradiation.
After opening the container, the product can be used up to 28 days.
Sterile conditions must be maintained and product must be stored at
room temperature, or alternatively 2°-8°C.
Stable after transport (up to 5 days) at elevated temperatures (<
37°C).
Discard the devices in accordance with local regulations for
disposal of medical devices.

Clinical Benefit

The clinical benefit of IVF Basics® Cult-Oil is related to the fact that
the oil is used during ART-procedures of patients and couples with
infertility problems. It is expected that the outcomes of ART
procedures in which the oil is used are comparable with the ART
outcomes (i.e. pregnancy rate and delivery rate) as published in the
annual peer-reviewed report of the European IVF-monitoring
Consortium (EIM) for the European Society of Human
Reproduction and Embryology (ESHRE).

For further questions regarding to the safety and performance,
please contact Gynotec B.V. for technical or customer support.

Instructions for use
(Suggested procedures)

IVF Basics® Cult-Oil is pre-washed. No further preparations
necessary.

IVF Basics® Cult-Oil can be used together with a handling or
embryo/gamete culture media classified as a medical device class
Ilb or Ill such as e.g. IVF Basics® HTF (Gynotec B.V.).

Instructions

. Preferably prepare the dishes/bottles with mineral oil one day
before use.

. Incubate the dishes/bottles at 37°C in a COz2 incubator. This
way the mineral oil achieves the preferred warmth and
becomes saturated with gas.

. In case bottles are used, do not close the cap on the bottle in
order to allow gas exchange.

. Important notice: For further instructions, please refer to the
validated procedures and protocols established in your
laboratory.

JloB. HOM. 322/2/2 (UA)
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SYMBOLS GLOSSARY

Catalogue number

Use-by date

Keep away from sunlight
A

Consult instructions for use

Date of manufacture

Temperature limit

® ~ [ B % [

Do not use if package is -:
damaged and consult =
instructions for use

Batch code

Manufacturer

Medical Device

Cautions

Sterilized using
aseptic processing
techniques

Single sterile
barrier system

Single sterile barrier
system with protective
packaging outside

Symbol as defined in EU Commission MDD 93/42/EEC

CE marking by Notified Body 0344

C€

0344

1184 dated 30.12.2013

Symbol as defined in the Resolution of the Cabinet of Ministers of Ukraine No.

WA TR OSS

Mark of conformity with technical regulafions

accompanied by the identification number of the
designated conformity assessment body

Technical — Customer Support
NG
‘ @ notec
¢’

Gynotec B.V.
Rijksweg 150
6581 ET Malden

The Netherlands

Tel.: +31 (0)24 3586582
Fax: +31 (0)24 3581355
URL: www.gynotec.com
Email: info@gynotec.nl

Ukrainian Authorized Representative
Stoik Company LLC

C 04136 ap. A-612, Building A, 13 lvana Vygovskogo str., Kyiv,

Ukraine

Tel.: +38 (0)67 112-92-92
URL: www.stoik.com.ua
Email: stoik.ivf@gmail.com

JloB. HOM. 322/2/2 (UA)
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IHPOPMALUIA NPO NMPOAYKT

Ne 3a Ne 3a
KaTanorom KaTanorom
CknsiHi ®dr1aKkoHu 3
¢prnakoHu MetTr
OIL-50 50 mn COIL-50 50 mn
OIL-100 100 mn COIL-100 100 mn
OIL-250 250 mn COIL-500 500 mn
OIL-500 500 mn

3acTocyBaHHA

IVF Basics® Cult-Oil — ue roToBa 10 BUKOPUCTaHHS, ABidi npoMuUTa
BOZOK, nerka MiHepanbHa onis Ans  BUKOPWUCTaHHS  Mpu
ekcTpakopnoparnbHoMmy 3annigHenHi (IVF), inTpauuTonnasmatuuHin
iH'ekuii cnepmato3oigis (ICSl) Ta noe's3aHMX 3 HAUMK MpoLleaypax
[OMOMiIXHUX penpoaykTuBHKX TexHororin (ART) (d = 0,83-0,86
r/mn).

HaHeceHHsi wapy nerkoi MiHepanbHOi OMii  Ha  MOXMWBHI
cepefoBHLLA@ HACTINHO PeKOMeHAYETbCA Mif Yac KynbTUBYBAHHS
ooumTiB, AeHyadauil ooumTiB, 3annigHEeHHs OOUMTIB (3a AOMOMOroK
IVF a6bo ICSI), kynbTuByBaHHs eMOpIOHIB Ta MaHinynsuin 3 HUMK.
3aBaskm  3actocyBaHHio  IVF  Basics®  Cult-Oil  moxHa
BMKOPUCTOBYBaTU HeBENWKi 06'emMn cepefoBuiLa ANs 3annigHeHHs
Ta KynbTMBYBaHHS/0OpoOku embpioHiB. Hacamnepen, wap
MiHepanbHOi Onii Npu3HayYeHWn Ans  3axucTy cepefoBuLlia
KyNbTWBYBaHHA Bifi BWNApOBYBaHHSA, TUM CaMWM 3MEHLLYIOYM
LWKIANVMBUIA BNAMB MiABWLLEHOTO OCMOTUYHOIO TUCKY, 3anobirawyun
KonueBaHHamM pH i Temnepatypu. LA dyHKUIa € KpUTUYHO
BaXIMBOIO, OCKIfIbKW KONMBaHHS pH cepefoBuLia MOXe HeraTuBHO
BNNMBaTK Ha meTaboniam embpioHa, ToAi $IK OCMOTWUYHWIA CTpec
Moxe cnpuiumHnT 3miHn B [OHK i Ginkax, siki MOXyTb MopyLunTh
poboTy KNiTWH.

Jluwe 0115 npogheciliHo20 8UKOPUCMAaHHS.

Cknag
MiHepanbHa onis — napadiHoBa onis (kog CAS: 8042-47-5)

KoHTponb sikocTi

e Tect Ha eHpoTokcuHn (PCLLUA <85>): < 0,10 OE/mn
3a memodukow  Limulus Amebocyte Lysate (nisam
ameboyumie meyoxeocmy)

e TecT Ha CTePUNbHICTb 3@ YMHHWUM CTaHAaPTOM
€sp. hapm. 2.6.1/PCLA <71> Hemae pocty

¢ TyctuHa: 0,83-0,86 r/mn

e B'askicTb: < 60 cll 3a Temnepatypu 30 °C

* TepokcuaHe yucro (POV): < 0,10 MEks/kr

¢ EMOGpioH mMuwi 2> 80%
AHanis: (6bnactoumctn  uepes 120 roguH |y
cTaHgapTHomy  cepepoBuwi  ans EK3
MULLER, BKPUTOMY [OCMiMKXyBaHUM
NpOAYKTOM)

e XimiyHun cknapg

¢ BukopucTaHHs MiHepanbHoi
hapmaLeBTUYHOro knacy

* CepTudikat aHanisy Ta nacrnopT 6eaneku matepiany (MSDS)
HagaloTbCs 3a 3anMTom

(napadpiHoBOT) onii

CTepunbHicTb
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3anobixHi 3axoaun Ta nonepeaXeHHs!

o6 YHWKHYTU MOXNUBOI KOHTaMiHauii, 3aCTOCOBYyUTE acenTUYHi
MeToau.

Mip yac poboTu 3i 3paskamu 3aBXOW BUKOPWCTOBYWTE 3axUCHWI
oasr.

MoBoabTecs 3 ycima NOACLKUMU, OpraHiYHUMK MaTtepianamum sk 3
Takumu, Wo 3aaTHi nepenasaty BIN1 abo renaturt.

MoBoabTecs 3 yciMa NMoACbKUMM, OpraHiYHMMKM MaTtepianamu sik 3
Takumu, WO MOXYTb BYTV NOTEHUIAHO iHPEKLIRHUMMU.
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Akwo onito gictatu 3 iHkyb6aTopa i noMicTUTK ii B yMOBax KiMHaTHOI
TemnepaTypu Ha TpuBanuii 4Yac, BOHa MOXe MOMYTHITW. [licns
NOBTOPHOIO BPiBHOBAXEHHS, NPU NOBTOPHOMY NepeMileHHi onii 4o
iHkybaTopa Ha Kinbka roguH, MOMYTHIHHA 3a3BU4ail 3HUKae. FAKLLO
NOMYTHIHHSA HE 3HWKaE, NPOAYKT cnig yTunisyBaTu.

Mpo Oyab-SikKMA  CEPNO3HMIA  IHUMOEHT (SK  BU3HA4YeHO B
€BponeicbkoMy perfiaMeHTi WOoAo MeanyHuX BupobiB 2017/745),
wo craecs, cnig noeigomutn komnadio Gynotec B.V. i, 3a
HeoOXiQHOCTI, KOMNETEHTHUI opraH AepxaBu-uneHa €C, B skin
3apeecTpoBaHuUin KOPUCTyBaY Ta/abo naieHT.

MepeBipka nepea BUKOPUCTaHHAM
e He BuKopucTOBYITE NMPOAYKT, SKLLO:
o nnomba Ha dnakoHi nowkogkeHa abo poskpuTta nig 4Yac
[0CTaBKW NPOAYKTY;
o MpOAyKT CcTaB MyTHMM abo Mae 03Haku MikpobHoT
KOHTaMiHaLjii;
o 3aKiH4YMBCS TEPMiH NPMAATHOCTI.
e He 3amopoxyiiTe nepes BUKOPUCTAHHSIM.
e He cTepuniszyinte NoBTOPHO NIiCNA BIAKPUTTSA.
e  3bepiranTe NPoOAyKT B OpUriHanbHi ynakoBLi, KONW BiH He
BUKOPUCTOBYETLCS.

YMoBM 36epiraHHs
36epiraiite 3a Temnepatypu 15-25 °C

(36epiraHHsi 3a TemnepaTypu 2-8 °C gonyckaeTbcsi, ane Moxe
CNIPUHUHUTI MOMYTHIHHSA, sike

3HWKHE NicMsi NOBTOPHOTO HarpiBaHHsA onii).
36epiraviTe nogani Big (COHAYHOrO) CBIiTNAa.
He nigpaBaiiTe BNNvBY AXXeper ioHi3yto4oro BUNPOMIHIOBaHHS.
Micna BiOKPUTTA KOHTENMHepa MPOAYKT MOXe BUKOPUCTOBYBATUCS
BNpoAoBx 28 AHiB. HeobxigHO niaTpvmyBaTV CTEPWNbHI yMOBHU i
36epiraTm nNpogykT B yMOBax KiMHaTHOI TemnepaTypu abo 3a
Temnepatypu 2-8 °C.
BanuwaeTbest cTabinbHUM nicns TpaHCMopTyBaHHA (BNPOAOBX 5
[HiB) 3a nigBuLLeHoi TemnepaTypu (< 37 °C).
YT1unisynte Bupobu BiANOBIAHO A0 NoOKanbHWX NpaBun ytunisauii
MeANYHNX BUPOGiIB.

KniHiyHa kopucTtb

Kniniuna kopucts IVF Basics® Cult-Oil nos'asaHa 3 TvMm, WO LS onis
BMKOPWCTOBYETbLCS Nig Yac npoBegeHHss ART-npoueayp nauieHTam
i napam 3 npobnemamu 6Gesnninas. [lMepepbavaeTbes, WO
pesynbTatn ART-npoueayp, B $KUX BUKOPUCTOBYETLCHA Onisi,
MOXHa nopiBHATM 3 pesynbTatamm ART (T06TO0 4YacToTor
HacTaHHA BariTHOCTI Ta 4acToTol nosorie), ony6nikoBaHMmK B
LLIOPIYHOMY peLIeH30BaHOMYy 3BiTi €BpPONENCbKOro KOHCOpLiymy 3
MoHiTopuHry IVF (EIM) gns €sponelicbkoro ToBapuctea 3 NUTaHb
penpopaykuii ntoanHn Ta embpionorii (ESHRE).

Onsa oTpumaHHA pgopaTkoBoi iHdopmauii wopo 6Ge3nekn Ta
ePeKTUBHOCTI 3acTOCyBaHHS NPOAYKTY 3BepTaiTecs [0 Cnyxou
TexHiYHol nigTpumkn abo Ao cnyx6u niaTpuMkM knieHTiB Gynotec
B.V.

IHCTPYKUIi i3 3acTOCyBaHHA
(pekomeHpoOBaHi npoueaypm)

IVF Basics® Cult-Oil € nonepegHbL0 NPOMUTAM NPOAYKTOM.
[lopaTkoBa NiaroToBka NPOAYKTY [0 3aCTOCYBaHHS He NoTpiGHa.

IVF Basics® Cult-Oil Moxe BUKOPUCTOBYBATUCA pasoM 3
cepenosuLLeM Ans 06pobkn Ta KynbTUBYBaHHS eMOpioHiB/ramer,
KnacudikoBaHUM sik MeauyHuiA Bupi6 knacy Ilb abo I, Hanpwuknaga,
IVF Basics® HTF (Gynotec B.V.).

IHCTpyKUii

. PekomeHayeTbCS MiAroTyBaTh Yalli/nakoHu 3 MiHepanbHo
onieto 3a ieHb [0 BUKOPUCTaHHSI.

. IHkyOyiTe Yawi/cdnakoHu 3a Temnepatypu 37 °C B CO2-
iHky6aTopi. Takum YMHOM MiHeparnbHa onisi focarHe 6axaHoi
TemnepaTypu i HAaCUTUTLCS ra3oM.

. Y pasi BUKOpUCTaHHS hriakoHiB He 3aKkpyBanTe ix KpULKamu,
wo6 3abe3neynTn rasoobMiH.

. Baxnuea npumitka. [Ins oTpMMaHHS noganbLlunx iHCTPYKUIA
3BEPHITLCA A0 3aTBEPAXXEHVX NPOLeAyp i NPOTOKONIB, Lo
3acTOCOBYIOTbCS Y BaLin nabopaTopii.
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Ne 3a kaTanorom

TepmiH npuaaTHoOCTI

Tpumaiite nogani
NpoMeHiB

OsHaitomTecs 3
iHCTpyKUisiMK i3

[lata BUroTOBREeHHsA

TemnepatypHe

He BukopucroByiiTe,

Kop naprii

Bupo6Huk

Mepnununuii BUpi6
AYHUX

3acTepexeHHsA

CrepunizoBaHo 3
BUKOPUCTAHHAM
acenTU4HUX MeTO,EliB
o6pobkuprocessing
techniques

BaHHA

O > BELE

Cuctema 3 ogHUM
HHSI cTepunbHUM Gap'epom

I’
[l " Cuctema 3 0fHUM CTEPUIBHAM

AKWO ynaKoBKa e 6ap'epoM i 30BHILLIHBOK
nowKoaXeHa, Ta 3aXUCHOIO YNaKOBKOK
3BepHiTbCA A0
iHCTpyKUin i3
3acTOCyBaHHs
CumBon, sik Bu3HaveHo B AvpekTusi €C MDD 93/42/EEC
CE marking by Notified Body 0344
0344

CumMBON, AK BU3HAYeHO B nocTaHosi Kabikety MinicTpie Yepainu eig
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3HaK BIGNOBIAHOCTI TEXHIMHMM pernamMeHTam, Wo
CYNPOBOAKYETECA ineHTUdbiKaLiHKUM HOMepOM
MPH3HAYEHOTO OPraHy 3 OLIHKM BIANOBIAHOCTI

Cnyx6a TexHiYHOT NiATPUMKM/CNyx6a NiATPUMKM KITIEHTIB

‘:Qynotec

Gynotec B.V.

d Rijksweg 150

6581 ET Malden
The Netherlands

(OxuHoTek B.B.)
(HauionanbHa gopora 150)
(6581 ET MangeH)
(Hinepnangu)

Ten.: +31 (0)24 3586582

pakce:
URL-a,

+31 (0)24 3581355
apeca: www.gynotec.com

appeca en. nowTwu: info@gynotec.nl

YnoBHOBaxeHU npeAcTaBHUK B YKpaiHi:

TOB « KomnaHist Ctoik »

Byn. Buroscbkoro IBaHa, 6ya. 13, kopnyc A, kKiMHaTa A-612,
M. KniB, 04136, YkpaiHam

Ten.: +38 (0)67 112-92-92

URL-agpeca:

www.stoik.com.ua

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