Instruction for use for the medical device:

Light mineral oil, pre-prepared for use in Assisted Reproductive
Technologies - FertiCult Mineral Qil.
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Instruction for use

Light mineral oil, pre-prepared for use in
Assisted  Reproductive  Technologies
FertiCult Mineral Oil.

Doc. reference: FP09 120 ROI A.l_Rus
Update: 19/08/2020
For professional use only

The mineral oil is intended for overlay and protects the
culture medium from pathogens and evaporation, thereby
reducing osmotic stress. Furthermore, mineral oil reduces
pH and temperature fluctuations in the medium.

FertiCult Mineral Qil is ready-to-use, double-washed with
water, light mineral oil. No additional preparing is
required.

FertiCult Mineral Qil is used during procedures of in vitro
fertilization/intracytoplasmatic sperm injection
(IVFACSI), and for cultivation of human embryos.

No contraindications for use.

FertiCult Mineral Qil is used in specialized laboratories of
medical institutions applying Assisted Reproductive
Technologies, including IVF and ICSI.

The intended users are specialists in the field of Assisted
Reproductive Technologies (e.g. laboratory assistants,
embryologists).

Mineral oil consists of 100% paraffin oi! (EP Monograph
0240, CAS code: 8042-47-5)

Product code
In slass bottle
MINOILO050 210x 50ml FertiCult Mineral Oil (with
mm ODcninzl
MINOILIOO 1 x 100ml FertiCult Mineral Qil
(with 20 mm ooenine)
MINOIUOO 1 x 500ml FertiCult Mineral Qil

(with 32 mmopeoioel
In PETG bottle
MINOILO050P Ix 50ml FertiCult Mineral OQil

(screw cap)

MINOILIOOP 1 x 100ml FertiCult Mineral Qil
(screw cap)

MINOIL500P 1 x 500ml FertiCult Mineral Oil
(screw cap)
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CO2 incubator at 37®C
Petri dishes

Cell culture media

LAF bench (ISO Class 5)
MiCTOSCOpe

Test tubes

Density: 0.83-0.86 g/ml

Viscosity: < 30 cPat 30°C

Endotoxin: < 0.1 EU/ml

Peroxide Value (POV): < 0.1 mEg/kg

Mouse embryo assay: > 80% blastocysts after 120
hours in culture

Use of pharmaceutical grade paraffin oil

A certificate of analysis and MSDS are available upon
request

Sterility: sterile (SAL 107

FertiCult Mineral Qil is sterilized
STERLE A using sterile filtration.

Do not use the product if it shows any evidence of
microbial contamination.

Do not use the product if seal of the container is
opened or defect when the produa is delivered.

Store FertiCult Mineral Oil between 15-25"C. Storage
temperatures between 2-15*C are also allowed, but
this might cause some turbidity which disappears
when the oil is wanned up again.

The product is resistant to accidental exposure to
elevated temperatures (< 37*C, 5 days) and lower
temperatures (-20*C, 3 days) during transport.

Do not freeze before use.

Keep the product in the original packaging or shield
from light while not in use.

The productcan be used safely for at least 28 days after
opening the container when sterile conditions are
maintained, and the products are stored at 15-25@C.
Do not use after expiry dale.

Keep away from (sun) light and avoid exposure 10
sources of irradiation.

Content cannot be resterilized after opening.

Shelf life: 18 months ftom date of manufacture.

mAll human, organic material should be considered
potentially infectious. Handle all specimens as if capable
of transmitting HIV or hepatitis. Always wear protective
clothing when handling specimens. Always work under
strict hygienic conditions (e.g. LAF-bench ISO Class 5) to
avoid contamination.

e The oil may appear cloudy if removed from the
incubator and allowed to stand at room temperature for
extended periods of time. Such cloudiness usually
disappears if the oil is re-equilibrated by replacing it in the



incubator for several hours, if it does not disappear discard
the product.

General notes before use:

e FertiCult Mineral Qil is pre-washed. No further
preparations are necessary.

* We advise to prepare dishes/flasks with oil the day
before use. incubate them at 37®&C in a CO2 incubator
so that the oil warms up and becomes saturated with
gas. If flasks are used, be sure not to tighten the cap of
the flask because this will prevent gas exchange.

Fertilization and embrvo culture:

e FertiCult Mineral Qil can be used for fertilization and
embryo culture in IVF/ICSI procedures.

e BExample:
A suitable culture system is to prepare 6 cm dishes
with six microdroplets of 25-50 pi medium. Overlay
the miCTodroplets with 10 ml of the mineral oil.
Make sure that the drops are fully covered with
mineral oil to maintain pH, temperature and
osmolality.

¢ Ideally, these dishes are prepared the day before use
and incubated overnight in a CO2 incubator at
and 5% COz.

Importantly: each laboratory should consult its own
optimized and validated laboratory procedures.

When a waste of class A or B is formed during the use of
the device in the laboratory, this waste should be classified
and disposed in accordance with the requir«nents of
SanPin  2.1.7.2790-10 "Sanitary - epidemiological
requirements to the treatment of medical waste™.

Used, expired and unused devices belong to class B and
disposal should occur in accordance with the requirements
ofSanPin 2.1.7.2790-10.

Packaging of the device (box) after intended use belongs
to class A waste and should be disposed as household
waste.

The manufacturer guarantees that the products are in
accordance with the requirements declared by the
manufacturer, if the instructions for use, transpwrtation and
storage are followed.

If there are questions regarding the quality of a medical
product, you must contact the authorized representative:
00O "FerroTnist", Russia, Ekaterinburg, Karla Marks
str., d. 8 of. 411.

Brinster R.L. (1963). A method for invitro cultivation
of mouse ova from two-cell blastocyst. Experimental
Cell Research, 32,205-208.

2. Johnson C., Hofmann G., & Scott R. (1994). The use
of oil overlay for in viffo fertilization and culture.
Assisted Reproductive Reviews, 4,198-201.

3. Kane M.T. (1987). Culture media and culture of early
embryos. Theriogenology, 27,49-57.

4. Swain J.E., Cabrera L., Xu X. & Smith G.D. (2012).
Microdrop preparation factors influence culture-media
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osmolality, which can impair mouse embryo
prcimplantation development. Reproductive
BioMedicine Online, 24,142-147.

5. Brinster R.L. (1968). In vitro culture of mammalian
embryos. Journal of Animal Science, 27 (Sl), 1-14.

6. JinY. Guo X2..,U L, XieC.Y., & Tan L.L. (2001).
The effect of autocrine factors on development of early
embryos of mouse. Shi Yan Sheng Wu Xue Bao, 34,
77-80.

7. Provo M.B., Herr C. (1998). Washed paraffin oil
becomes toxic to mouse embryos upon exposure to
sunlight. Theriogenology, 49,214.

8. Eertraans F., Bogaert V., Volckaert D., Puype B.
(2013). Validation of a potentiometric peroxide value
(POV) assay for analysis of mineral oil with low
oxidative content Journal of chemical and
pharmaceutical Research 5(11): 395-402.

FertiPro N.V.
Industriepark Noord 32

« d 8730 Beernem
Belgium
Tel +32 (0)50 79 18 05
Fax +32(0)50 7917 99
URL: www.fertipro.com
E-mail: info@fertiDro.com

FerroTrust LTD, Karl Marks sir., d. 8
office 411,62CH6, Ekaterinburg,

Russia, tel.: 8(343) 269-4075,261-60-29,
e-mail: ftnist96@mail.ru
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MepeBoa ¢ aHrNUMICKOFO A3bIKa HAa PYCCKUI A3bIK

UHCTPYKUUA NO NPUMEHEHUIO
Ha MeaAMLMHCKOe usaenue:
Macno muHepanbHoe, nérkoe, NpeABapUuTenbLHO
NOAroTOBNeHHOe ANS UCNOoNb30BaHUA BO BCNO-
MoratesfibHbIX penpoaAyKTUBHbLIX TeXHONOrMAX -
FertiCult Mineral Oil.

|
| YTBEPKJIAIO

FertiPro N.V. (®epralipo H.B.), Beasras

IlpesnacHr

| (nomxHOCTD)

Caen Komxanpa

! FertiPro nv (deprullpo ue) (M)
Hnaycrpuenapx Hopa 32

B-8730 Bupuem/Benbrus ' Imoonuce!

/ UACHTHHMKAHOHHEI HOMEP MAATENbLIYKA {noanuce)

HJC: BE 0448 767 035

“12” Hoabps 2020 roga
(“mens” mecau (umdpamu))
[1iramm:] Husenonnucasuuiica Horapsyc ropoga Anrep
Poans MoHaenaepe HacTosmM Heuars
CBHICTENLCTBYET, YTO NMOANHCH, MOCTABMACHHAA B

ero npucyrcrsuy, npuraanexut Caeny Komxaup?

[Kpyznas nexame: Poane Monoenaepc, Homapuyc * 9880 Anmep]

wnes FertiPr6 e
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[MepeBoA C aHMMIACKOrO A3blka Ha PYCCKUA A3bIK

VHCTPYKLUMSA N0 NPUMEHEHWUIO

Macno MUHepanbHoe, NErkoe,
npeaBapuTesibHO MOArOTOB/IEHHOE AJ1A
MUCMoMb30BaHNSA BO BCNOMOratefNbHbIX
penpoayKTUBHbIX TEXHOMOrnsax -
FertiCult Mineral Oil.

ID sokymeHTa: FP09 120 ROI A.I_Rus
O6HoBneHune: 19/08/2020
TOoNbKO ANS NPOGEeCCUOHANbHOTO NPUMEHEHNSA

MunHepanbHOe Macio MpeAHAa3HaueHOo AA NOKPbITUA W
3alWMUThl  KYNbTypanbHOW cpeAbl OT NaTOreHoB ¥
McnapeHuWs, TeM caMblM YMeHbL as OCMOTUYECKNIA cTpecc.
Kpome TOFro, MUHEpPanbHOe MAacno CHUXaeT kKonebaHus pH
M TemnepaTypbl B cpeje.

FertiCult Mineral Oil - 3T0 roToBoe K MCMNONb30BaHWIO
ABaXAbl NpOMbITOe BOAOW, NErKOe MWHepanbHOEe Macno.
[ ononNHWTEeNbHOW NOATOTOBKMN He TpeGyeTca.

FertiCult Mineral Oil ncnonb3yetcsa Bo Bpems npoueayp
9KCTpakopnopanbHOTO

ONNOAOTBOPEHUA/MHTpPALNTONNa3MaTUUYECKON MHbEKLUN
cnepmaTto3ounga (SKO/MKCW) n gna KynbTUBUPOBAHUSA

IMGPMOHOB YenoBekKa.

npOTVIBOI'IOKaBaHVIﬁ KNMPUMEHEHUNIO HET.

FertiCult Mineral oil ncnonb3lyeTcs B
cneymann3npoBaHHblX nagopatopuax MeANLNHCKUX
BCMOMOTaTenbHble

yupexpeHuni, NPpUMEeHSI0 W X

penpoyKTUBHbIe TeXHONOrum, skntovas 3KO u MKCWU.

Mpeanonaraemble nonb3oBaTenu - cneynanuncTbl B
o6nactmn BCNoOMOraTenbHbl X pPenpoayKTUBHbIX

TexHonoruit {Hanpumep, nabopaHTbl, aMm6puonorm).

ICOCTAB

MwuHepanbHoe mMacno coctouT u3 100% napacumHOBOTO
macna (ctaTbs EBponelickoii ®apmakonen 0240, CAS-
Homep: 8042-47-5)

Kopg npopgykTta |
B CTeKknAHHbIX PnakoHax

MINO1LO050 1 X50mn FertiCult Mineral Oil (c
ropnbiWwKkomM 20 MMm)

MINO1L100 1X 100mn FertiCult Mineral Oil (c
ropabiwkom 20 Mmm)

M1NO1L500 1X500mn FertiCult Mineral Oil (c

ropnbliWKOM 32 MM)

Bo ® nakoHax M3TI

MMN401b050P 1x 50mn FertiCult Mineral Oil
(3aBMHuYMBatO W aACa KpblllKa)

1 x 100mn FertiCult Mineral Oil
(3aBMHuYMBaAlO LW aACA KpblLllKa)

1 X 500mn FertiCult Mineral Oil
(3aBMHuYMBatO LW aACa KpbllKa)

M1KO01bl (KO P

M1INOI1L500P
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MATEPWNANbI, HEOBXOANMBbIE MNP PABOTE
fri~rpeaaM HO HEMOCTABAAEMBIE C HUM
e« COr-nnkyb6aTop Ha 37®C

. Yawku Metpu

+ Cpepabl ANA KYNbTUBUPOBAHNA KNETOK

e NamuHapHblt wkad (ISO Knacc 5)

. Mukpockon

. Mpo6upkn

MnoTtHocTb; 0,83-0,86 r/mn

BaskocTb: < 30 cM npwu 30°C

OHAOTOKCUH: < 0,1 ES/mn

MepekucHoe yncno (NY); < 0,1 M3IKB/KT
WcecnepoBaHne Ha am6puoHax Mbliwun (MEA): > 80%
6nactoumct nocne 120 yacoB KynbTUBUPOBaAHUA
Mcnonb3yeTcs napaguHoBoOe mMacno
thapMaueBTUYeCKOro Knacca

CepTuukaTr aHanusa W nacnopT 6e30MacHOCTH
AOCTYNHbI NO 3anpocy

CtepunbHoel b: cTepunbHo (SAL 10")
FertiCult Mineral Oil

STHRLE A  cTepunusyetcs unbTpOBaAHMEM

uepes MUKPOMOPUCTYIO MeMBPaHY.

MPOBEPKA ..... _ s
e He wucnonb3yiite NpoAyKT, €CAN  0BHapYXWIu
NpU3HaKN MUKPOGHOI KOHTaMMHALMK.

e Hc ucnonb3yiiTe NpogyKT, eciv B MOMEHT J0CTaBKM
Bbl 0GHAPYXWN, YTO OH BCKPbIT U MOBPEXAEH.

[XPAMEHUE M TPAHCMNaPTAPOBKA |
¢ Xpanute FertiCult Mineral Oil npu Temnepatype 15-
25°C. Temnepatypa xpaHeHus 2-15®C Takxe fonycTima,
HO BO3MOXHO MOSBNEHME NIErKOro NoMyTHEHWS, KOTOpoe
1cye3aeT Npy MOBTOPHOM HarpeBe macna.

e TIpofyKT YCTOAYMB K C/yYaiHbIM MOBbILLEHMAM (<
37°C, 5 pHeit) n noHwkeHusm (-20@C, 3 gHs)
TemnepaTypbl BO BpeMS TPAHCMOPTUPOBKMY.

¢ He 3amopaxuBaiiTe nepes UCNo/b30BaHNEM.

e XpaHWTe NPOAYKT B OPUTMHa/IbHON YMaKoBKe, 60 B
3alMLLEHHOM OT CBETa MECTE, KOrja He UCMOb3yeTe.

e TpoayKT MOXeT 6blTb 6Ge30MacHO WCMONb30BaH B
TeYeHWe KaK MUHMMYM 28 [Hell nocne BCKPbITWS
(hnakoHa, B TOM Cny4ae, ecnn 6bln CObN0AEHbI YCI0BUS
CTEPUNBHOCTU U XpaHeHWs npu TemnepaType 15-25°C.

* He ncnonb3yiiTe nocne UCTeUeHUs CPOKa roAHOCTU.

e XpaHuTe B 3aWMILEHHOM OT (CO/THEYHOrO) cBeTa
MeCTe, BAaM OT NCTOYHWKOB W3MTyYeHNS.

e Tlocne BCKPbITUS COAEPXKMMOE He MOXET ObiTb
MOBTOPHO CTEPWIN30BAHO.

e CpoK rogHocTu: 18 mecsLeB C faTbl NPOM3BOACTBA.

MPEAOCTOPOXHOCTU

« Bce opraHuuyeckue MaTepuans, uMmetowmne
yenoBeyeckoe MNPOMCXOXJAeHWE, [AOMXHb  CYUTATbCA
noTeHLUMaNnbHO
o6pasuamu cnefyeT o6paw,aTtbca Tak, Kak ecniu 6bl yepes
HUX MOT nepegaBaTtbcs BWUY unu renatut. Mpu paboTe ¢
o6pasuamu Bcerga HajepaliTe 3alUTHY0 ofexpay. Becerga

pa6oTaiiTe B CTPOrMX rUrmeHmyeckmx ycnosmax (nanp.,

MHOULNPOBAHHBIMN. Co BCEM N

namuHapHbol i wkad, 1ISO Knacc 5) ana npepoTeBpaweHns

KOHTaMunHauunu.

Epvakosa i



[MepeBof C aHINUACKOrO A3blka Ha PYCCKUIA A3bIK

e Macno MOXeT BbIF/IAeTb MYTHBIM MOC/E U3B/IEYEHNS!
M3 WHKY6aTopa W BblJEPXMBaHUS MNPU  KOMHATHOM
TeMnepaType B TeUYeHWe [O/UTENbHOTrO BpemeHu. ITa
MYTHOCTb O6bIYHO MCYE3aeT, €c/M Macio MOBTOPHO
YPaBHOBECUTb, MyTEM €ro MOMELLEHNs B MHKY6GaTop Ha
HECKO/bKO 4acoB. ECnM Macno ocTaHeTcsi MyTHbIM, He
MCMONb3yITe NPOAYKT.

O6Lume NprMeYaHns Nepes UCnob30BaHNEM:
 FertiCult Mineral Oil sBnseTcqd npeaBapuTeSibHO
MPOMbITbIM.  BOMbLUE HWKaKMX MPUrOTOBNEHWA He
TpebyeTcs.

Mbl pekoMeHAyem MoAroTOBUThL YallKW/(IaKoHbl C
Mac/IoM 3a AeHb 40 MCMOo/b30BaHNA. MponHKyoupyiiTe
ux npm 37°C B CO2-nHKy6aTope, Taknum 06pa3om Macno
pa3orpeeTcsi U HacbITUTCA rasoM. Ecnm ucnonb3yete
thnakoHbl, Y6eanNTeCh, YTO OHWU He 3aKPbITbl KPbILLKON,
MHaue 3T0 GyfeT NPensTCTBOBaTb ra3006MeHy.
OnnogoTBOPEHME U KyNbTUBMPOBaHWE 3MOPUOHOB:
FertiCult Mineral Oil MOXHO wucnonb3oBaTh ANs
OM/IOfOTBOPEHUA U KyNbTUBUPOBaHUA 3MOGPUOHOB B
npoueaype IKO/NKCW.

Mpyimep:

Moaxopsieii crucTeMol  Ky/nbTVBMPOBAHUA SBMISIETCA
NPUroTOBMEHNE 6 CM YallieK C LUECTbH) MUKPOKArIsMu
no 25-50 ™K1 KynbTypaibHOW  cpefpl.  IMoBepx
MUKpOKanenb KynbTypanbHOM cpefbl Hacnoute 10 mn
MWHEPaIbHOTO Macna

Ybegutecb, UTO  KanaM  MOMHOCTBIO  MOKPbITbI
MUHEpabHbIM ~ Macniom  Ans  noajepxaHua  pH,
TemrepaTypbl U OCMONANLHOCTU. B naeane 3Ty yalukm
rOTOBATCA 38 AeHb [0 WCMOMb30BaHNUSA U UHKYBUpYLoTCA
B TeueHue Houn B COr-mHky6atope npm 37"C 1 5% COr.
BaxHo: KaKaas nabopatopus i NGE]
PYKOBOZACTBOBATHCA CBOVIMU COBCTBEHHBIMM
ONTUMU3MPOBAHHBLIMY U MPOBEPEHHLIMM NPOLEAYPaMU.

Mpu Ucnonb30BaHNM U3AENMS B TabOPaTOPUK 06pasyoTes
0TX0fbl KnaccoB A unu B, KoTopble Knaccuuumpyrotes n
YTUAN3MPYIOTCA B COOTBETCTBMM C  TpeboBaHMAMU

CaHlNunH 2.1.7.2790-10 «CaHuTapHo-
3NUAEMUONOTMYECKMe TPeOOoBaHMS K OOpaLLeHUo ¢
MeAVLMHCKAMM OTXOAaMu», Icnonb3oBaHHbIe,

BblLEALIMEe MO CPOKY FOAHOCTY W HEWCMOb30BaHHbIE
U3aenvs NpUHagNexaT K knaccy B, OHW yTUAN3MPYHOTCS B
COOTBETCTBUM c Tpe6oBaHMAMY
CaHlMuH 2.1.7.2790-10.

YnakoBka un3genvs (10po6ka) nocne Mcnosib3oBaHUsA Mo
HasHaYeHM0 MPUHAZNEXWUT K 0TX0daM Knacca A, OHa
YTUAN3NPYETCS KaK GbITOBbIE OTXOApI.

3roToBMTE b FAPaHTUPYET, UTO N3AENUS COOTBETCTBYHOT
Tpe6OoBaHWsIM, 3a5B/IEHHBIM U3rOTOBUTE/NEM, MPU YC/I0BUM
COB/MOAEHNS NpaBKA UCMO/b30BaHUS, TPa{CropTUPOBKY
U XpaHEHMs.

Mpy BO3HWKHOBEHWUWX BOMPOCOB, KACAOLLMXCSH KadyecTsa
MeVLMHCKMX M3Lenmnid, 06paTuTech K ynoaHOMOYEHHOMY
npeactaButento: OO0  «®eppoTpacT»,  Poccus,

EkaTepuH6ypr, yn. Kapna Mapkca, 4.8 oguc 411.
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7 Homep no katanory
Kog napTtum

LUl O6patutech K MHCTPYKLW NO MPUMEHEHNIO
JlaTa U3roToBneHus

M3rotoBuTenb

Wcnonb3oBatb A0...
TemnepaTypHbIli AnanasoH

He gonyckatb BO3A€I7ICTBVIFI COJIHEYHOr o CBeTa

Crepununsaums ¢ NpUMeHeHNeM MeTOAO0B
acenTU4ecKoin o6paboTku

CumBON JO6POBOLHON CepTUdMKaL N

MepeBoy,C aHIMIACKOr0 si3bIKa Ha PYCCKI 3bIK BbINOSHEH MHOI, NEpeBoaAYMKOM EpMakoBoii Haaexkaoii

AnekceerHOA. IneHTUUHOCA M MeneBo™Na NOATBEPXK N 0.
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Moanuvck nepeBoayvika

, r.Ekarepun-



m6ypr

Poccuitickas dPegepaums
Mopog ExaTepunHbypr CBepA10BCKOM 06/1acTU
CenbMoro fekabps e TbicA4M ABaALATOr0 roja

A, dununnosa Onbra BnagumvpoBHa, HoTapuyc ropoga EkatepuHbypra — cBMAeTENbCTBYH
NOA/IMHHOCTb NOANMUCK NepeBoYMKa EpmakoBoii Hagexxabl AneKCeeBHbl.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnucaBLLEro JOKYMEHT YCTaHOB/IEHA.

3aperucTpupoBaHo B peectpe: Ne 66/201-H/66-2020-16-33.
B3biCkaHO rocygapCTBEHHOM noLwnHbI (Mo Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a okasaHue ycnyr rie66eb™o 1 TeXHMUe K M-T ApakTepa: 540 py6. 00 kon.

O.B. ®dununnosa

Nnuyenan* No 309 BbigaHa 09 08.2006 r naBHLIM ynpaBneHnem
®depepanbHOii  perncrpamHoaHoii  cnyx6bl no CB/AANOBCKOW
06nacTH azipec HoTapHasbHOW BolrTopbl; T EkaTepuHGypr- yn. 8
MapTa.n 7.7en. 304-29-28, 8-982-754-43-98.
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